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OVERSIGHT OF THE NATIONAL ORGAN PRO- 
CUREMENT AND TRANSPLANTATION NET- 
WORK 


WEDNESDAY, APRIL 8, 1998 

House of Representatives, 

Subcommittee on Human Resources, 
Committee on Government Reform and Oversight, 

Milwaukee, WI. 

The subcommittee met, pursuant to notice, at 11 a.m., in the 
Alumni Center Auditorium, Medical College of Wisconsin, 8701 
Watertown Plank Road, Milwaukee, WI, Hon. Christopher Shays 
(chairman of the subcommittee) presiding. 

Present; Representatives Shays and Barrett. 

Staff present: Lawrence J. Halloran, staff director and counsel; 
Anne Marie Finley, professional staff member; Teresa Austin, 
clerk; and Cherri L. Branson, minority counsel. 

Mr. Shays. Good morning. My name is Christopher Shays. I rep- 
resent the Fourth Congressional District in Connecticut. My Mid- 
west experience found me in college in Illinois, so I have a little 
bit of if, if you call that the Midwest in Wisconsin, and to tell you 
that I am very excited that our committee is here. This is the first 
hearing that we’ve had on this issue, and we decided to have our 
hearing here at the request of Tom Barrett, who serves on the com- 
mittee as a very active member, and we’re going to have a very in- 
teresting, I think, and informative day. 

I want to first say before I read my statement to you that I come 
with no preconceptions, at least I’m not aware that I have pre- 
conceptions on this issue. And this is a hearing of Congress. We 
swear our witnesses in. The testimony that we will have from this 
hearing will lead to potential changes in regulations, potential leg- 
islation. It will be referred to other committees, but as all the wit- 
nesses know, we swear them in. This is a big deal. And it’s a very 
important hearing, and I’m delighted that so many of you decided 
to come, and I would like to welcome our witnesses and all of you 
who are here as guests. 

The people of Wisconsin and the medical institutions serving 
them have been leaders in making life-saving organ transplant 
safer and more available. As we begin our assessment of current 
and proposed organ allocation policies, our Wisconsin witnesses 
offer the subcommittee an important perspective. We appreciate 
the opportunity to be here today. 

How do you ration miracles? 


( 1 ) 
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With each advance in transplant medicine, the gift of life can be 
more widely shared, miraculously transported in a donor’s heart, 
lung, liver, kidney, pancreas, or other organ. But the unimagined 
possibilities of science and surgical skill remain cruelly bound by 
the very real shortage of donor organs. Need already far exceeds 
supply. The need is growing far faster than supply. 

How can so precious yet so scarce a resource be shared? These 
questions confront us today as they did in 1984 when Congress 
stepped in to end glaring inequities in organ allocation and passed 
the National Organ Transplant Act, NOTA. The act charges the 
Department of Health and Human Services, HHS, to ensure an 
adequate supply of organs and to oversee a national allocation sys- 
tem based on fair, objective factors, not accidents of geography or 
wealth. Today, as part of our oversight responsibilities, we ask how 
the Department is meeting these important national goals. On both 
fronts, organ donation and organ allocation, HHS concedes a lack 
of progress against stubborn obstacles. Less then one-third of po- 
tential donors contribute. Wide disparities in waiting times be- 
tween transplant centers and regions invite gaming of the listing 
system, produce inequities for those unable to travel and feed a 
perception that the system is arbitrary and unfair. 

The Department recently issued two new regulations to address 
these issues. The first conditions hospital Medicare participation on 
implementation of strengthened donor organ procurement activi- 
ties. The second requires the modernization and standardization of 
the Organ Procurement and Transplantation Network, OPTN, the 
statutorily mandated but privately run association of physicians, 
transplant centers, patients, and procurement organizations that 
establishes and implements organ allocation policies. Pointing to 
the wide variation in waiting times, the Department believes the 
current local first policy of distributing organs within relatively 
small geographic boundaries artificially constrains broader organ 
sharing in the interest of protecting transplant centers, but to the 
detriment of patients. 

The Department’s call for greater standardization of Medicare 
criteria and broader geographic organ sharing has generated con- 
siderable concern among transplant physicians, transplant centers 
and patients. We will hear many of those concerns expressed by 
our witnesses today, to the extent broader organ allocation prac- 
tices might work as a disincentive to donate, might diminish pa- 
tient outcomes or might increase organ waste. The subcommittee 
shares these concerns. Both physical and fiscal realities limit the 
reach of any allocation scheme. Yet it appears relatively minor ad- 
justments to the current geographic boundaries could produce sig- 
nificant benefits for patients in terms of waiting times and access 
to a greater number of potentially suitable organs. We look forward 
to hearing how OPTN, operator, the United Network for Organ 
Sharing, UNOS, plans to address these. 

Last month U.S. Surgeon General David Satcher told this sub- 
committee that the silent epidemic of Hepatitis-C is destroying the 
livers of more than 4 million Americans. HCV is already the lead- 
ing cause for liver transplant. Over the next decade and a half 
many of those 4 million will need transplants as well. Will there 
be enough miracles to meet that nationsd public health crisis? 
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To help the subcommittee answer these profound, often con- 
troversial questions our witnesses today bring impressive expertise 
and passion. We thank them again for their time and insights and 
welcome all of them. 

At this time I would like to recognize Tom Barrett. 

Mr. Barrett. Thank you, Chairman Shays. And I would like to 
welcome you to Wauwatosa and to the Milwaukee area, and I 
would like to thank you for agreeing to hold this hearing to review 
this important issue. 

Mr. Chairman, it is fitting that we are holding this hearing in 
Wisconsin. Wisconsin is recognized nationally as a leader in organ 
donation and an example of efficient donor recruitment. Transplant 
centers in Wisconsin have made organ donation a priority and have 
turned their efforts into a successffil system of providing organs to 
patients with a serious need for them. Despite the efforts of trans- 
plant centers like ours in Wisconsin, there remains a dire shortage 
of organs nationally. The waiting list of organs grows by 500 names 
per month, and more than 3,000 patients each year die while wait- 
ing for organs. Clearly the supply is not meeting the demand. 

In an attempt to improve their chances for transplantation, pa- 
tients sometimes move to a different part of the country or try to 
get their names on a recipient list at a transplant center in another 
State. In some cases, patients go to great lengths and considerable 
expense in order to receive an organ transplant and some patients, 
without the resources to fly around the country, remain on the list 
at their local transplant center, waiting for an organ to become 
available. Sometimes the wait is too long. Today, we will hear from 
two witness panels made up of people who have firsthand experi- 
ence in how the organ transplant system works. We will discuss 
new regulations on organ allocation developed by the Department 
of Health and Human Services. These new regulations c^l for an 
allocation system based on providing available organs to the sickest 
patients, which I think we would all agree is a noble sentiment, 
but as we will hear today, it may not be the most effective means 
of distributing organs and improving survival rates. I’m not a doc- 
tor, but there are doctors on our witness panels who will speak 
about the pros and cons of these new regulations, so I look forward 
to that discussion. What is apparent to me is that there is a serious 
deficiency in the organ donoi recruitment system in this country. 
I understand that HHS is currently developing additional regula- 
tions to improve organ donor recruitment nationally. I believe this 
is the most important issue facing the transplant system. 

Some regions like Wisconsin have been very successful in recruit- 
ing donors, but other areas have not been as successful. Without 
a commitment to improve donor recruiting nationally, there will be 
no significant progress in treating more patients and improving 
survival rates. At best, all that will be accomplished with these 
new regulations is that the same number of organs will be avail- 
able to the same number of patients, but the organs will be distrib- 
uted differently. 

I believe the system of organ allocation should be fair. I also be- 
lieve that the success or failure of any organ donation system de- 
pends on the level of donations. I am concerned that these new reg- 
ulations may adversely affect organ donation levels and thereby 
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jeopardize the well-being of the patients as well as the stability of 
some transplant centers. 

My concern is if these new regulations with their emphasis on 
allocating organs nationally instead of the current system of allo- 
cating locally first will force transplant centers to focus their re- 
sources on recruiting the sickest patients to get organs instead of 
recruiting organ donors to treat their sickest patients. We need to 
examine if these new regulations will serve as a disincentive to re- 
cruiting donors. 

I don’t think Secretary Shalala or the Department intended for 
these new regulations to serve as a disincentive, and I don’t think 
any transplant centers are out to close the doors of any other cen- 
ters. But as we listen to the testimony presented today, we must 
keep in mind that transplant centers have a responsibility to re- 
cruit donors and that without donors there will be no organs to 
transplant. We can hold up Wisconsin as an example of a success- 
ful organ donor recruitment program and as a model that other 
transplant centers should follow. 

Thank you very much. 

Mr. Shays. Thank you, Mr. Barrett. Let me just get some house- 
keeping out of the way and ask unanimous consent that all mem- 
bers of the subcommittee be permitted to place any opening state- 
ment in the record and that the record remain open for 3 days for 
that purpose. I’m going to say 5 days for that purpose and without 
objection so ordered. 

And I ask further unanimous consent that all witnesses be per- 
mitted to include their written statement in the record and without 
objection so ordered. 

I’m also at the request of Mr. Barrett — our committee does some- 
thing a bit unique in Congress. If time permits we are going to in- 
vite testimony from the audience. They will not be sworn in, and 
we won’t be asking questions, but we will try to provide at least 
an hour for some of you who are here as witnesses who might like 
to share some comments. So we’re going to try to do that. 

And at this time we have six people on the panel. Three are 
going to deliver testimony, but all six will participate in responding 
to any questions or comments that others have said, and I’m going 
to ask the six first to introduce — ^you’re going to go in the order in 
which I announce you, and if there’s anyone who’s accompanying 
you that is not at the table but might provide some documentation, 
we will be asking them to staind up and be sworn as well. 

So our first speaker will be Dr. Claude Earl Fox, Acting Adminis- 
trator, Health Resources and Services Administration, HRSA, 
that’s U.S. Department of Health and Human Services, accom- 
panied by Dr. William Raub, Science Advisor to the Secretary at 
HHS, and Marc Smolonsky, who is the Senior Policy Advisor at 
HHS. 

Our second panel will be Dr. Mark Yessian, Regional Inspector 
General, Office of the Inspector General, U.S. Department of 
Health and Human Services, HHS. 

And our third panel will be Dr. Lawrence Hunsicker, president. 
United Network for Organ Sharing, UNOS. And he’s accompanied 
by Walter Graham, executive director from UNOS. 
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I’d invite you all to stand up to be sworn in, and if there is any- 
one else who you think is with you that needs to be sworn in. 

[Witnesses sworn.] 

Mr. Shays. For the record all have responded in the affirmative, 
and we will start with you. Dr. Fox. 

Dr. Fox. Mr. Chairman, Congressman Barrett 

Mr. Shays. Let me just ask a question before — I want to make 
sure that the audience can hear. Are you picking up the mics at 
the top here in the very back? Are you able to hear? Not as great 
as it could be. Is that on? I don’t think yours is on, is it? Is the 
switch there? No. OK. 'This is going to be interesting. I want you 
to speak and let’s see how 

Dr. Fox. Mr. Chairman, can you hear me? 

Mr. Shays. No. Not well. Are we picking it up back there? We 
need to resolve that before we start. I find that if the audience 
can’t hear, they start to talk, and then we end up with chaos. I do 
want you to be happy, but I ^so want the system to work. Is some- 
one here to adjust-^K. Let me just test first, are you able to pick 
up — Sir, you in the dead center in the back in the suit. I’m going 
to ask you, can you hear me when I speak right now? 

Voice. Yes. 

Mr. Shays. I meet the test here. Mr. Barrett. 

Mr. Barrett. Can you hear me? 

Voice. Yes. 

Mr. Shays. OK When you lean over, he can. OK, now. I’m going 
to just test your mic first. Would you speak into it? 

Mr. Smolonsky. Yes. Can you hear me? 

Mr. Shays. No, but you’re not going to speak — when you’re read- 
ing— just bring the mic a little closer but don’t lean over. It should 
pick it up without 

Mr. Smolonsky. Is this better? 

Mr. Shays. Yes. Can you hear that in the back? No. OK. We’re 
going to have a problem here. We’ll resolve it. Sorry. I should have 
thought to ask that it be tested. Let me ask you this: Is it a factor 
that we have too many mics on? If we turn off some mics, does that 
improve the — ^who is the expert? 

Voice. Tom is adjusting 

Mr. Shays. Tom, let me ask you a question. If we turn off some 
mics, does that make a difference? I may have to ask you to hold 
the mic, which will be an inconvenience, and put it much closer to 
you. Now, we’re trying to get their mics. 'That’s 

Is that a little better? 

Can you hear me? OK Let me just — I need to have you just pick 
it up to see what happens. Can you pick it up in the back when 
he does that? Even tliat is not great. So I’m going to ask you to 
do something else. I’m going to ask you to really project a lot loud- 
er. OK? I’m going to ask you to speak loud. I’m going to ask — Sir, 
as long as you’re back there. I’m going to say this to you: If people 
in the back caimot hear, I just want you to raise your hand. You 
deserve to hear the testimony as well as us, so if I see some hands 
going up, I will just ask you to speak up. All righty? OK. 

Dr. Fox, we’ll start with you. 
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STATEMENT OF CLAUDE EARL FOX, M.D,, ACTING ADMINIS- 
TRATOR, HEALTH RESOURCES AND SERVICES ADMINISTRA- 
TION, U.S. DEPARTMENT OF HEALTH AND HUMAN SERVICES 

Dr. Fox. Mr. Chairman, Congressman Barrett, we’re very 
pleased to be here on behalf of the Department. As you’ve already 
alluded, Wisconsin has an excellent record in organ donation and 
obviously has some of the finest transplant surgeons in the country 
and, of course, the breakthrough in transplant technology, the 
Belzar solution developed here really has allowed for longer preser- 
vation of organs, and so we think this is a very appropriate issue 
to discuss here because it obviously affects not only the citizens of 
Wisconsin, but citizens all over this country. As you’ve already al- 
luded, the National Organ 'Transplant Act of 1984 created a na- 
tional system for organ procurement known as — ^by its acronym 
OPTN, managed under a contract with the Department by the 
United Network of Organ Sharing, or UNOS. 

HHS has the responsibility to oversee the OPTN and to ensure 
that its policies coriform to the technologic advances and are con- 
sistent with the intent of the statute. Our review indicates that 
there are still many challenges to optimal patient care. The great- 
est challenge as you already mentioned is the shortage of organs 
available for transplantation. About 4,000 individuals died in 1996 
while waiting for a transplant that probably would have saved 
their lives. The gap between the demand and supply of available 
organs is growing and will continue to expand as medical innova- 
tions make transplant more and more feasible. Approximately 10 
to 15,000 deaths in the United States each year could result in 
more viable organ donation, but only about 5,500 cadaveric donors, 
about a half to a third of potential organ donors, contribute organs 
for transplantation. While the number of cadaveric organ donors 
has increased from 4,000 in 1988 to about 5,400 in 1996, the num- 
ber of deaths among people on transplant waiting lists has grown. 
There were about 1,500 deaths in 1988, and the number jumped 
to over 4,000 in 1996. 

While some 20,000 Americans received transplants in 1996, more 
than 55,000 individuals were on the waiting list, and of those on 
the waiting list, 10 people die each day because there are not 
enough organs to go around. 

The Nation’s failure to obtain optimal donation rates for trans- 
plantation is unquestionably the biggest problem facing the trans- 
plant community and a concern of the administration. Last Decem- 
ber the Vice President announced a nationwide initiative to in- 
crease organ donations. This initiative, as you’ve also alluded, in- 
cludes proposed Medicare regulations designed to ensure that 
deaths are reported to organ procurement organizations whenever 
there is a potential for donation. We are also working with provid- 
ers, consumers, organ procurement organizations, and tissue 
banks, and hospitals to develop the final regulation. The proposal 
is based on approaches that have been successful elsewhere, and in 
Pennsylvania organ donations have increased dramatically under a 
State law that requires reporting of deaths to OPO’s. The Depart- 
ment estimates that the number of donations nationwide could in- 
crease by as much as 20 percent over the next 2 years after the 
final publication of the rule. Although the country’s mixed record 



7 


on organ donation is our primary concern, there are other ques- 
tions that pose concerns for the Department. How do we ensure 
that organs are allocated fairly and with sufficient efficiency that 
available organs are used to prolong the lives of people in the 
greatest need? How do we guarantee that the OPTN operates pri- 
marily in the interest of patients? 

Our best euiswers to these questions are contained in the new 
regulations for the OPTN which were published last week. There 
are six principles that underly the regulations. First, that trans- 
plant patients are best served by an organ allocation system that 
functions equitably on a nationwide basis. 

Second, that the Secretary of HHS should represent the public 
interest by setting broad goals for the OPTN and by overseeing 
OPTN policy development and operation with a view toward ensur- 
ing that the goals being addressed are done so in a reasonable 
manner. 

Third, that the OPTN must exercise leadership in performing its 
responsibilities under the Transplant Act, in particular by devising 
specific policies assigned under the regulations and by adapting its 
policies and procedures to reflect the changes in medical science 
and medical technology. 

Fourth, that organs be equitably allocated to all patients, giving 
priority to those patients in most urgent medical need of transplan- 
tation in accordance with sound medical judgment. And I empha- 
size that last phrase. And, fifth, that thorough, timely and easy to 
use information about transplant centers, including center-specific 
performance data is essential for measuring the qu^ity of care and 
should be readily available to help patients and physicians in 
choosing transplant centers. And, finally, potential conflicts of in- 
terest should be minimized for those who are responsible for the 
OPTN. 

The statute that created the OPTN requires the Secretary to pro- 
vide timely information to patients, families and physicians about 
transplantation. We think that current OPTN policies make it im- 
possible to fulfill this requirement because the Department has 
been denied current and thorough information. Under existing poli- 
cies, for example, we can’t provide Americans with current 1-year 
survival rates for patients and organ grafts. We can’t compare the 
performance of transplant programs, and the data available to pa- 
tients today is 4 years old and so out of date that in many in- 
stances not usable. Given that the data made public is outdated 
and incomplete, patients and their doctors caimot review the per- 
formance of prospective transplant programs. And we find this sit- 
uation unacceptable and seek to obtain timely, useful data for pa- 
tients through the pending regulation. 

The regulation also addresses the issue of broader sharing of or- 
gans and intends to spur a debate within the OPTN about the suit- 
ability of the local-first policy that’s currently in place for the allo- 
cations of organs. We believe that there is solid evidence that the 
current system is unfair and that patients may be d 3 dng unneces- 
sarily because they happen to live in the wrong place at the wrong 
time. Secretary Shalala believes that everyone in need of a trans- 
plant should have equal access to an organ regardless of where 
they live or list. We believe broader sharing of organs will reduce 
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current geographic inequities in the OPTN. Our view is supported 
by prominent and enumerous medical authorities and experts who 
have proposed broader sharing of donated organs. For example, ac- 
cording to the AMA’s Code of Ethics, “Organs should be considered 
a national rather than a local or regional resource. Geographic pri- 
orities in the allocation of organs should be prohibited except when 
transportation of organs would threaten their suitability for trans- 
portation.” 

The OPTN we feel has not met the mandate of the statute that 
created it. The allocation system is not fair nor is it a national net- 
work. By allocating organs primarily at the local level, OPTN poli- 
cies give the sickest patients a substantially lower chance of being 
properly matched to a suitable organ. Current OPTN policies create 
enormous geographic disparities in the time patients must wait to 
receive transplants. 

For example, based on the latest data, if you live in New Eng- 
land and need a kidney transplant, you’ll wait as long as 3 years, 
but in the upper portion of the Southeast, a patient in need of a 
kidney transplant will wait as little as 200 days. 

The Department recognizes that there is tremendous controversy 
over the subject of organ allocation. We understand that there is 
division in the transplant community about the distribution of or- 
gans and that while many want the current system changed, others 
do not. The OPTN must not be so paralyzed by controversy and di- 
vision that it does not act to change a system that we think is un- 
fair to patients and that may be allowing patients to die unneces- 
sarily. Through the pending regulation the Department we believe 
is putting patients first. What is best for patients in our view over- 
rides concerns about the individual needs of transplant centers, 
whether they be large or small. 

In its pursuit of justice for patients, the Department does not in- 
tend to substitute its own medical judgment for the judgment of 
the members of the OPTN. Although the pending regulations re- 
quire changes in current allocation policy, the regulation does not 
contain a specific policy. The regulation leaves it to the OPTN to 
perform the policy and present its recommendations to the Sec- 
retary. I reiterate HHS will not be setting any new allocation pol- 
icy. It’s up to the medical experts of the OPTN to set the new pol- 
icy. We ask only that the policies conform to the three basic per- 
formance goals. 

One, that the criteria for placing patients on waiting lists be 
standardized. Two, that criteria for determining medical status of 
patients be standardized. And, three, that medical urgency, not ge- 
ography, be the main criteria for allocating organs. 

I’ve described what the pending regulations will do. Now let me 
tell you what the regulations will not do. We believe the regula- 
tions will not adversely affect patients who are on waiting lists at 
the time it takes affect. There is a transition provision allowed in 
the regulations. The regulation states that no one currently on a 
weuting list will be disadvantaged by changes in the allocation pol- 
icy. The regulation will not deprive any locality of organs. Broader 
sharing we believe will mean that patients have more access to or- 
gans, not less. Our goal is that patients be better off as a result 
of the policy reforms. 
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I’d like to conclude by saying that the Department has solicited 
widespread public comment on this regulation. It was published as 
an NPRM in 1994, and we received extensive public comments in 
the process. In December 1996, the Department conducted 3 days 
of public hearings on issues pertaining to the regulation. Everyone 
connected with the transplant community from patients to sur- 
geons was invited to testify. The pending regulation also has a 60- 
day public comment period and a delayed effective date. Should the 
Department learn anything during the public comment period that 
required change, the effective date of the regulation can be delayed 
further to accommodate these changes. We encourage public debate 
on the regulation, whether it be at a hearing like this or within the 
confines of the OPTN. 

Thank you very much for the opportunity to be here, and I look 
forward to answering any questions you might have. 

Mr. Shays. Dr. Fox, thank you. This is a nice way to introduce 
the issue, and I appreciate you putting all those issues out in front 
of us. 

[The prepared statement of Dr. Fox follows:] 
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Mr. Chainnan and membeis of the Subcommittee, thank you for iavitinc the Dqiutmcat of 
Health and Humai Sovices to paiticipate in this voy important bearing on national otgan 
tranaplaiilatioa policy. I am Doctor Claiide Eaii Fox. Acting Administtator of the Healtfa 
Resources and Services Administiatiaa. 1 am accompanied by Doctor William Ratib, die 
Secretaiy ’s Science Adviaor and Marc Smoloosky, Senior Policy Advisor in the Office of die 
Assistant Secretaiy for Legislation. 

We are delighted to be here in Wisconsia, a State with an outstanding record of organ donation. 
Wiaconsin has some of the finest transplant surgeons in the country. And one the great 
brealcthiougbs in transplant tnchnology, the Belzar UW solution, was developed in Wiaconsin. 
This is an appropriate issue for discussion here or anywfacR else in the United Ststes, beesuse 
oigan transplsntstion policy affects all Americans, regardless of where they live. 

As you know, the National Organ Transplant Act of 19S4 ensued the national Organ 
Procurement and Transplantatioo Network, commonly known by its acronym, OPTN. The 
OPTN is managed under a contract with the Department by the United Netwoifc for Organ 
Sharing, or UNOS. The Act was amended twice, in 1 988 and 1990, each time with lanpuy. 
clati^ing that the OPTN should direct an equitable natiODwide distributioa of organs. In the 
construction of a national organ allocatioo network. Congress recognized that there is a shortage 
of organs available for transplantafirm. and that the sboitage was likely to cootiiiue into the 
foreseeable future. Congress further recognized that medical urgency and equity should be the 
maiu criteria for access to available organs and that no one should be allowed to unfairly 


1 



11 


the system. 

Prior to passage of tbeNstioaal Ortan TrimqjlaDt Act, the distrihutioo ofoigans was ofleo 
un£rir. Wealthy people or persons with qiecial cosnaeticns r e p ortedly were aUe to manipulate 
the system so that they received organ transplants instead of people vriio were sicker and had 
been waiting fiu longer. Patients from foreign countries sometimes received life-saving 
transplants while Americans died. After hearings and media lepotla bad confinned many of these 
allegatioaa. Congress acted swiftly to establish a national system. 

1 am pleased to report that the system envisroned by Congress sraiia very well. It is a much more 
efficient and equitable system than vdiat existed poor to its creation, h has showed dedicated 
surgeons and organ procurement professionals, and many othots who woik wife them, to 
routinely save lives in cases where destb would have been certain only twenty yeeis ago. It has, 
to a very large extent, eliminated fee kinds of abuses that occulted before passage of tire 19S4 
law. 

HHS has the reqxmaibility to oversee the OPTN to ensure that its policies conform to 
tochnological advances and are consistent with tiie intent of the statute. Our reviews indicate that 
there are still many challenges to optimal patient care. The greatest challenge is the shortage of 
organs available tor transplantation. About 4,000 people died in 1996 vfeile waiting for a 
transplant that probably would have saved their hves. The gip between the demand and apply of 
available organs for tianapUntation is growing and will continue to escpand as medical 
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innovctioni make tranqilantation aa option for more and mote patients. 

Approximately 10,000 to 15,000 deatlia in the Unitad States each year could tesuh in viable 
organ donatiao. But only 5,500 cadaveric donors, one halfto one third of potential organs, 
contribute organs for transplantatioa While the number of cadaveric argan donors has increased, 
from 4,084 in 1988 to 5,417 in 1996, the number of deaths among people on organ tian^lant 
waiting lists has also grown. There were 1,507 deaths on the waiting list in 1988, a number that 
jumped to 4,022 in 1996. 

Some 20,000 Americans received oigan transplants in 1 996, but nwre foan 55,000 pet^le were 
on the waiting lists. Oftboaeon the waiting lists, tea people will die every day, mainly because 
there are not enough organs to meet their needs. 

The Nation’s Eailure to make optimal use of available organs is unquestionably the biggest 
problem fKing the transplant community. Addressing the shortage of organs is a priority of this 
Administiatioii. Last December, the Depaitment announced a nationwide initiative to increase 
organ donations. The initiative is foctised on known barriers to donation by ereeting a national 
partnership of public, private and volunteer organizations. The partnership emphasizes the need 
to share personal decisions on organ donation with one’s fimuly. Even if an individual agrees 
during bis or her lifetime to be an organ donor, the agreement is not alw^s honored without 
family consent. As part of die initiative, HHS convened a conference on best pncticcs last week, 
widi expeits from throughout the country discussing successful solurions for increasing oigan 
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doMtioos. 

The initiative includea proposed Medicare reguladona designed to ensure that deaths are imported 
to organ procuteoieiit otganizations whenever there is potential ibr donadon. HHS is woiking 
with providers, consumers, organ procurement organizations, eye and tissue hanks and hospitals 
to develop a final regulation. The proposal is based on approaches that have been successful in 
other areas. For example, organ donadons increased dramatically in Pennsylvania as the result of 
a state law that tequirea the reporting of deaths to organ procurement or^nizadons. The 
Department esdmates that the number of donors nadonwide could increaae by 20 percent within 
two years of the publication of a final role. 

Organ procurement is one of the most sensidve issues in American society. Asking a fiuiily to 
donate an organ from a loved one who just died is s wrenching task, which is done most 
effecdvety by people who are trained organ procurement specialists. There are many heroic 
individuals who are in the business of saving lives every day by convincing people to donate 
organs. But os a nadon, we must do a better job. 

Although the country’s mixed record on organ donation is our primary concern, diere are other 
problems that pose vexing questions for the DepartmenL How do we ensure that oigans are 
allocated fairly and with sufficient efficiency that available organs are used to prolong the lives 
of people in the greatest need? How do we guarantee that the OFTN operates primarily in the 
interests of padents? Our best answers to these questions are contained in the new regulations for 
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the OPTN, which wcm published list week. 


Six principlei underlie the regulation: 

1. Tiansplmt patients are best served by an organ allocation system that functions 
equitably on a nationwide basis. 

2. Tbe Secretary of Health atxl Human Services should represent the public intetest 
by setting broad goals for the OPTN and by overseeing OPTN policy development and 
operations with a view toward ensuring that the goals are being addressed in a reasonable 


3. The OPTN must exercise leadeship in performing its responsibilities uixler the 
Nadorud Organ Transplant Act. in particular by devising the specific policies assigned 
under the regulations, and by adapting its policies and procedures to changes in medical 
science and technology. 

4. Oigaiu should be equitably idlocited to all patients, giving priority to those 
pahents in most urgent medical need of transplantation, in accordance with sound 
medical judgment 

5. Thorough, timely, and easy to use iofocmation about transplant centers, including 
center-specific petfomUDce data, is esjcotial for measuring quality of care and should be 
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readily available to help patients and physieians in dioosiiig among transplant centers. 

6. Potential conflicts of interest should be minimized for those who am responsible 

for operation of the OPTN. 

The statute that created the OPTN requites the Secretary of Health and Human Sffvices to 
provide timely infbnnation to patients, their fhinilies, and physicians about transplantation. 
Current OPTN policies make it impossible to fiilfill this requiretnent because the Department has 
been dwiimt current and thorough infonnation. Undo- existing policies, for example, we carniot 
provide Americans with the cur re nt one-year survival rates of patients and organ gmfis. We 
caimot compere the petibnnance of trans|daat programs. Data available to paiienb today is four 
yean old, so it is out of date. Oiven that the data made public is outdated and incomplete, 
patients cannot review the perfonnaoce of respective transplant programs. We find this situation 
unacceptable and seek to obtain timely useful data for patients through the pending legulatioiL 

The pending regulation also addresses the issue of fhe broader sharing of organs and intends to 
spur debate within the OPTN about the suitabili^ of the cuirent local-fiist policy for the 
ailocahon of organs. We believe there is solid evidence that the cunent system is unAir and that 
patients may be dying unnecessarily because they happen to live in die wrong place at die wrong 
time. Secretary Sbalala believes that everyone in need ofa transplant should have equal access to 
an (ngan, regardless of where they live or list 
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WebelievebnMderafaaringofoiguis will reduce cuneatgeogtiqthic inequities in the OPTK. Our 
view is supported by numerous prominent mediesl sutborities and experts who have proposed 
broader sharing of donated organa. For exanqtle, Dr. Lawrence Hnnsicket, the c uieut President 
of the United Network for Organ Sharing, said in 1986: 

“In principle, and to the extent technically and practically achievable, any citiaaa or 
resident of the United States in need of a transplant should be CMsideted as 8 poteotial 
iec4)ient of each retrieved organ on a basis equal to that of a pahent who lives in the area 
where the organa or tissues ate retrieved. Oigans and tissuea ought to be distributed on 
the basis of olgective priority criterii, and not on the baais of accidenta of geography.” 

According to the American Medical Association's Code of Medical Etfaica: 

^Organs should be considered a national, rathar than a local or regional resouice. 
deographicil prioritica in the allocatioo of organa should be prohibited except when 
tran^ptniatioa of oigans would threaten tiieir suitability for tianqtlanlation.” 

In 1991, the HHS Inspector Qenetal reached tiie following ccoclusion: 

“...cunent organ distribution practices &U1 short of congressional and ptofeasioDal 
expectations,” and that "there has been substantial psogtaas in developing a national 
organ distribution system grounded in uniform polkiea and standards. However, organ 
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distribution i«iiuuiis...oonfined primsrily witiim trie individu*! serrice ams of Ifae.-Organ 
Procunment Oiganizriions.’' 

In passing the Narional Orgai Tiansplant Act, Coogress dearly inlendad that die OPTN act as a 
nationwide system, fine of geographic bias. In 1990, wfacD Congress amended the statute to 
Mwphjef?* the importance of a truly national sllocaticm system, the Senate repMted, ‘‘because the 
demand for transplantable otgans is expected to continue to be considerably greater than the 
su|g)ly, a foir and equitable organ sharing system is critical to the fohne of a national tranqtlant 
program that the public will support” 

The OPTN has not met the mandate of the statute that created it The allocation system is not 
fiur, nor is it a national network. By allocating organs primsiily at the local level. OPTN policies 
give the sickest patients a substan t ially lower chance of being promptly mstdind to a suitable 
organ. Current OPTN policies creete enormous geogtafbic disparitica in the time parients must 
wait to receive transplams. For exanqtle, based on the latest data, if you live in New England and 
need a kidney transplant, you will wait as long as three years. But in the i^per portion of the 
southeaat,apati«itiiitieedofakidney transplant will wait as little es 231 days. 

We find the disparity in waiting lists across the counby to be unacceptable. Americans in need of 
organ transplaiits will live or die on the basis ofwherediey live. The policy that allows tliia to 
happen is contrary to foe intent of Congress and in violation of foe American Medical 
Association’s Code of Ethics. 
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It would be iU^al to deny an oisan to paiienta beeauae of tbeir race, geDder, and in die caae of 
snitible tian^lant candtdafw, their age. Yet organs am denied to petunia because of where duy 
live. Qeognphic diseiiiiiinalian is no better than any odur aott of diaerimiiiatian. It is flat out 
wrong and should no longer be tolerated. 

The Dqiactiaent recognizes that there is tremendous controversy over the aubjeet of organ 
allocatioa We undeistsnd dtst there is division in du tianqilam community about the 
distribution of organs, and that v^e many want the cuirent system changed, others do not The 
OPTN must not be so paralyzed by controveisy aid division diet it does not act to change a 
system that is mfiur to patients, end that may be allowing patients to die unneceesarily. Through 
the pending regulstion, the Dqiaitment is putting patients Gist Whst is best for patients, in our 
view, oveirides concerns sbout the individual lueda of tnmsplant centers, whetber they be large 
or small. 


In its pursuit of justice for patients, du D^artment will not substitute its own medical jndgmeot 
for the judgment of tmugilant professioruls. Ahbougb (be pending regulation rmiuiics changes in 
current allocation policy, the regulation does not contain a specific polio'. The regulation leaves 
it to du OPTN to refimn the poUcy sod present its recommendations to the Secretary. I reiterate, 
HHS will not be setting any new allocation policy; it is up to the medical experts of the OPTN to 
set the new policy. We ask only that the policy confoon to three basic petibiinsnoe goals: Oiu, 
that criteria for placing patients on waiting lists be standardized; two, that criteria for determining 
medical status of patients be standardized; and three, foat medicai urgency, not geograjdiy, be the 
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main criterion for allocating organa. 

The OPTN agues with the fiottwo perfonuDOe goals, b foot, the networic it already woridag 
towaid those aims. It it the third p erfo n nanee goal, foe one that is designed to end discrimination 
in the allocation system, that the OPTN is struggling with. But I am confident that if the OFTN 
puts patients first and pushes the individual concerns of tran^lant centers to the side, it will 
accomplish this goal as well. 

I have described what the pending regulation win do. Now let me tell you what it will not do. 

The regulation will not adverMly afieci patients who are on waiting lists at the time it tahes 
effect. The regulation states that no one currently on a waiting list will be disadvantaged by 
changes m the allocation policy. The regulation will not deprive any locality of orgM. Broader 
sharing will mean that patients have more access to organs, not less. Our goal is tiiat all patients 
be better off as a result of policy raforms. 

I will conclude by saying that the Depaitmeot has solicited widespread public commeut on this 
legulatioa. It was published as in NPRM in 1994, and we received extensive public comments in 
response, b December 1996, the Depertment conducted three days of public heiibgs on issues 
pertaining to the regulation. Everyone connected to the ttansplant community, from patients to 
suigeons, was invited to testify. The pmding r^ulation has a 60-day public cosnmeot period and 
a delayed efifoctive date. Should the OqMttnwm learn anything during the public comment 
period that requires change, the effective date of tiae regulation can be delayed fiutfaer to 


10 



20 


acoonmodtfe tbe ehiogei. We cooounge public debate oo the tegulatioe, wbettter it be at a 
hearint tike lliia one or wiOdB the coofifiea of the OPTN. 

Thank you fitr Oe opportunity to testiiy. I will be ^eaMd to aniwer 119 quesiiODf you may lave. 
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Mr. Shays. Dr. Yessian. 

Dr. Yessian. Gk>od morning. 

Mr. Shays. Good morning. I’m sorry to ask you to take that out, 
but I’m assuming we are able to hear in the back, maybe not as 
well as we’d like, but you are able to hear? 

Dr. Yessian. How is this? 

Mr. Shays. You’ve got to talk a little louder. You want to get a 
little more wire there and just give yourself a little more flexibility. 
Thanks. 

Dr. Yessian. Good morning, Mr. Chairman and 

Mr. Shays. Good morning. 

STATEMENT OF MARK YESSIAN, PH.D., REGIONAL INSPECTOR 

GENERAL, OFFICE OF THE INSPECTOR GENERAL, U.S. DE- 
PARTMENT OF HEALTH AND HUMAN SERVICES 

Mr. Yessian. Congressman Barrett. It’s a pleasure to be here 
this morning and to testify before you. I’m Mark Yessian. I’m the 
Regional Inspector General of the U.S. Department of Health and 
Human Services. 

Our work in this area of organ allocation systems has led us to 
focus, to emphasize two important points about how those systems 
should operate. One is that they should focus on equity among pa- 
tients, not among transplant centers. And, two, that they focus on 
common medical criteria, not the circumstances of a patient’s resi- 
dence or transplant center affiliation. 

Our work in this area — my testimony this morning is based on 
a report that has had a pretty good shelf life for Government re- 
ports. It’s 7 years old, but we think it’s relevant to today’s discus- 
sion. That report focused on expectations and practices of organ al- 
location systems. It concentrated on kidneys because back in 1991 
about 81 percent, I think 84 percent of those awaiting a transplant 
were awaiting a kidney transplant. I think that percentage would 
be more like two-thirds now. 

A few quick highlights from that study that are most pertinent 
to toda/s 

Mr. Shays. Let me just tell you, we want your testimony in the 
record and you have about 10 minutes, so feel free. 

Dr. Yessian. OK. We found looking back at the congressional 
trail of legislation here and after a lot of discussions with a lot of 
the professional leaders in the field we identified three major sets 
of expectations governing all the organ allocation. One is that there 
be an equitable system with each person on a transplant list hav- 
ing an equal opportunity to receive a transplant subject to estab- 
lished medical criteria. Second point is that it be a national system 
based on uniform policies and standards. And the third is that it 
be a system based on cooperation, cooperation focused on doing 
what is best for the transplant patients that are on those waiting 
lists. In each case we found that the actual reality, the actual prac- 
tices fell well short of these congressional expectations. 

Let me take the issue of equity first. We found at that time that 
for patients awaiting a kidney, a cadaver kidney transplant we 
found widespread variation not only among regions and service 
areas, but among transplant centers. From as low as 1 month, 
one — median of 1 month waiting list at one center to as much as 
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6 years at another. Even more profound than that we found major 
differentials according to race. And that’s why this report got an 
awful lot of attention at the time, mainly because of this finding. 
And we found that blacks tended to wait twice as long as whites 
for a first cadaver kidney transplant and that this differential held 
even when we took a blood type, age, and sensitivity level into ac- 
count. 

The second expectation, a national system. We found that the 
way the system operated was a long way from operating in the 
sense of being a national system in accord with uniform criteria 
and standards. In fact, organ allocation was heavily controlled and 
heavily influenced by individual transplant centers, not the organ 
procurement organization and not even the Organ Procurement 
Transplantation Network. The individual centers at that time had 
substantial influence on the equal allocation decisions. 

The third issue of cooperation. Among transplant centers and 
many transplant professionals we found a strong sense of local 
ownership toward organs that we found really impeded the devel- 
opment of an equitable national system for distributing organs. 
One manifestation of that at the time was what was called keep 
one, share one arrangements whereby the team going out and pro- 
curing a couple of kidneys would get to keep one for their own cen- 
ter and another one would go into the common pool to be distrib- 
uted often on the basis of a rotational arrangement among the cen- 
ters, not a patient-based equity system. 

The mismatches between expectation and reality led us to make 
a number of strong recommendations at the time. Perhaps the one 
that was most important was our recommendation that — and these 
were directed to our Department of Health and Human Services, 
and we had a recommendation that each Organ Procurement Orga- 
nization be required to establish a single unified list of patients 
awaiting transplantation and that they distribute organs to pa- 
tients on a first come, first serve basis subject to established medi- 
cal criteria. 

We also, I might note, had a recommendation that when a pa- 
tient gets on a list can make all the difference in the world and 
how fair the first come, first serve system is we emphasized a need 
at that time, 7 years ago, for practice 

Mr. Shays. Could you turn the mic this way rather — ^yeah, that 
way. 

Dr. Yessian. Can you hear me OK? OK. Sorry. We emphasized 
the need at that time for practice guidelines geared to the issue of 
access to waiting lists in the first place. 

Since our report there has been progress in dealing with some of 
the gaps that we’ve talked about, yet it’s clear also that there’s 
room for much further progress as these wide differentials among 
transplant centers waiting times indicate. With three times as 
many people now awaiting a transplant as was the case when we 
did our study — there were 20,000 on the list, national list then, 
only 7 years ago. There are about close to 60,000 now. We believe 
this growth, this increased scarcity makes it even more crucial that 
there be close accord between practices and expectations as we’ve 
defined them and that there be publicly accountable guidsmce on 
how best to deal with this situation. 
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The performance goals that Dr. Fox issued that are reflected in 
the HHS rule that was announced earlier this year on March 26 
move in the direction of our findings and recommendations as we 
set those forth in that 1991 report. It remains essential, we believe, 
Mr. Chairman, that we continue to move in developing organ allo- 
cation systems that are grounded in equity among patients, not 
among transplant centers and that focus on common medical cri- 
teria, not the circumstances of a patient’s transplant center affili- 
ation or the patient’s residence. 'Thank you. 

Mr. Shays. Thank you. Doctor. 

[The prepared statement of Dr. Yessian follows:] 
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Good owroing. I am MkIc R. Ycaiiaii, R^jooal Inspector General for Evaluation and 
Inspections in the U.S. Department of Health and Human Services (HHS). 1 am pleased to 
testify at today’s hearing on the effectivenesa of organ allocation practices. 

Our woilc in this area has led us to call for an organ allocation system that focuses on: (1) 
equity among patients, not among transpltnt centers, and ( 2 ) common medical criteria, not the 
circumstances of a patient’s residence or transplant center affiliation 

I will concentrate my testimony on a report we issued 7 years ago. That report is relevant to 
today's discussion because it makes the case for a more equitable organ allocation system that 
is based on common medical criteria. The HHS rule issued on March 26 , 1998 moves in a 
direction that is responsive to the thrust of our fiwtinga and recommendations. 

Backgronad an the Report 

Our 1991 report is entitled ’The Distributioo of Organs for Transplantation: Expectations and 
Practices,” and is attadind It was issued at a time when the national transplant waiting list bad 
grown to more than 20,000 people. That wu less about ooe-tUrd of the cuireat level, but was 
large enough to heighten concems about the &imess of practices being used to allocate 
donated organs for transplantation. 


A^t,ISM 
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In the report, we focused on the organ distribution process, fiom the point that a cadaver organ 
is procured to the point that it is trartsplanted. We concentrated on the distribution of kidneys 
because at that titne about t4 percent of those on transplaat wahirtg lists were awaiting a 
kidney transplant. Whenourreportwu issued in 1991, the Medicare program had just 
recently covered liver transplartts for adults and had certified only 20 liver transplant centers in 
the country. 


The basic purposes of our inquiry were threefold: (1) to clarify expectations governing organ 
distributioo practices in the United States, (2) to detemrme the extent to whidr actual practices 
were in accord with expectations, and (3) to offer recommendationt that facilitated closer 
accord between expectations and practices. We recognized the sensitivity of the issues under 
examination and gave great emphasis to the presentation of objective, foctual infonnation that 
could contribute to constructive policymaking. 

Our methodology was based on four major lines of inquiry: (1) a statistical analysis of a data 
base consisting of all individuals who were waiting for or received their first kidney transplant 
between October 1, 1987 and March 31, 1989; (2) case sliidies of organ procurement 
organizatioot and affiliated transplant centers in California, Florida, Wisconsin, and 
Pennsylvania; (3) a review of key literature and Federal doaimfmi; and (4) ntferviews with 
representatives of national ofganizations involved with organ transplantatioa, government 
policymakers, public and private researchers, and transplant profesnonals. 
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In the sections below, I will prescA the three sets of CKpects t i o ni governing orgin allocation 
that we found were held by Congress and professional leaders. In each case, I will then 
contrast the eeipectation with the actual practices that we fiwnd to be operative at the time. 
Finally, I will review the recommendations we offered and their relevance to the current HHS 
rule. 


Expectations 

An Equitable System, With Each Person on n Transplant Waiting List Having an Equal 
Opportunity to Receive a Transplant Subject to Established Medical Criteria. 

There is a clear trail of congressional and professional eapressions that provide the foundation 
of this expectstion. The National Organ Transplant Act of I9S4 specified that an Organ 
Procurement Organization (OPO) must “have a system to allocate donated organs among 
transplant centen and patients according to established medical criteria.” In an accompanying 
report, the Senate Labor and Human Resources Committee added the foDowing: “An equitable 
policy and system is necessary so that individuals throughout our country can have access to 
organ transplantatioo when appropriate and necessary.” 

Two yean later, the Task Force on Organ Transplantation, established by the 1984 legislation, 
defined this expectation more specifically, u follows: 
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The Task Force recommend* that eelectioa of petiena both for wihiiig bets end for 
ellocatioa of organs be based on medicsl criteria that are publicly stated and foirly 
applied. The Task Force also recommends that the criteria be developed by a broadly 
rep r esentative group that erin take into account 

Selection of patients otherwise medically ^talified should be based on length of time on 
the waiting list 


(n 19M, amidst some concern* that Ha initial expectation* concerning equity were not being 
idhered to. Congress amended the 1984 legjilatioa to daiify that in allocaling organs 
■ccording to estsbliihed medical criteria, an OPO must focus strictly on the allocation among 
Itatients, not transplant centers. In an accompanying report, the House Committee on Energy 


ind Coitunerce urged the HHS Secretary to monitor the sDocatioo of organs closely to make 
sure that allocation scheme* remain based on equity among patient*,* 


In the 1984 l^islation. Congress did single out one group that it felt needed special attention if 
H were to receive a fiur opportunity for a transplant. In calling for the Organ Procurement and 
Transplantation Network (OPTN) to develop **s national list of individuals who need organs” 
and a “national system . . . to match organs and individuals on the list,” H indicated that 
particular attentioo should be given to “individualt 

them to receive orgaiu.” In calling for this special attention to U^ify sensitized individuals, H 
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bnpikhly raoogniaed that fix thete iadiviAiaU, the oppottuaity to receive • medieilly Miitable 
oiseo increaeee M the iize of the aviilabic pool of doaon increaeet. 


A Natioaal Syetcoi Adhcriag to Daiferto Pelieici aad Stoadardf. 

CoagreM celled fix the OPTN to atabGjh oae aetioawide hit of iadividiMli ewihiog 
transplantatioa aad a “aatiooal tfUem” that would allow fix doaated orgiat to be quickly 
Biatcbed with aiedically auhable ca n d i da te s on that hit Yet, it did aot ataadate aatiooal 
diitributioo per le. It qtedfioally dated that a aatioBal Bit aad a oatioBal lyiteai couM be 
eaabUthed ia lagioaal oeaiera injtetd of oae oeatni locatioa. 

The Talk Force, to iti final report, reinforced the ia^ortaace of a natioBal ayttem with 

The Task Force noted that whUe 

diverie practicea aad pratooob were to be eqtected during the pioneering yean of 
tnniplantation, “at thii point in the evolution of organ transplantation, aifificicnt data have 
been developed to allow fix the edabUshment of (This 

observation was 12 yean ago, in 19(6.) 


A Cooperative Syatca Baaed on the Best latcrests ofPaticats Waittogfor 
Traaaplaatotioa. 
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Thii cxpeoilion is obvious enough. But it ii inq)Ottam to Mt fisfth because coopertdon 
among diverse parties it so integral to the transplant BeM. From the earliest efforts to enlist 
support of potential donors and donor hospitals to tite post transplant efforts to improve 
patient outcomes, successful perfimnanoe requires the cooperative effirrtt, often under strict 
time pressures, of a svide range of professiooali. These include but are no means limited to 
tranqrlant coordinators, nurses, social workers, neurologistt, nephrologistt, transplant 
surgeons, immiiiologists, and OPO adminittraton. While eadtofthesepartidpants have their 
own particular interests, they must work together eSectivdy u trustees of organs for all the 
persons awaitiiig a transplant. 

It was in recognition of the complex nature of diit collaborative effort that Congress called for 
the unusual approach of a private body, the OPTN, having a strong role in shaping the national 
system. Congreu and professional leaders saw the OPTN and, to a lesser degree, the OPOs as 
forums for developing approaches buttressed by broadly based consensus. 


Realities 

In our 1991 report, we pointed out that while ^ogress had been made, actual practices fell well 
short of each of the above-noted ercpecta t ions. I point out those shortfills below. 
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Eqaitj 

» The acccH ofpatienli Co dooaled ofxaai Raaincd ancqoal in Mne importanc 
reapcctf. 

One importanc ineqiiality wan that among tranapUot centen. For the period we studied, the 
wMotiin pitieot waiting time fiir a fint kidney transplant ranged fix>m a low of less than 1 month 
at one center to a high of 71 months at another. Among the 202 centers we reviewed, the 
median waiting time at 79 ivas less that 6 months for non-hi^ily srswitired patients; at IS h was 
over 18 months. 


A second major inequality waa with reqtect to race. We documented that blacks on kidney 
waitiqg lists waited almost twice as long u svfaitea for a first transplant, 13.9 months compared 
with 7.6. This differential remained even when blood type, level of sensitization, and age were 
taken into account. It was especially significant because blacks have much higher rates of 
kidney fiuhire. We examined various possible causes for the wide difference, but did not have 
any oveniding explanation. 


Finally, we found that highly sensitized patients had considerably less access to transplants 
than did othen on waiting lists. During the 18 month period we mmiiwH the nvirfisn time 
that highly sensitized patients waited for donated Iddneys wu almost 4 times that of aO others, 
32. 4 months compared with 8.6. 
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What stood out in our considentioos of equitable acceat svu that in OPO acnice arcaa, few 
transplant centers had joined together to develop a eononon list of transplant candidates and to 
distribute donated organs to those candidate* on a 6tat coore first sesved baiia, autyect to 
medical criteria. Some had formed a common fist, but the sharing criteria tbcf developed were 
apt to devote more attention to the distribution of organa among centen than among patients. 
Along tint fine, many transplant centen participa ted in an OPO approved ana ng e tn en t whereby 
for each pair of cadaver kidneys they retrieved, they kept one for one of their own patients and 
gave one to a common pool. The kidney donated to the pool was then made available to 
another transplant center in the service area, usually in accord whb some rotational 
anangetnent 

This practice did not appear to us to be tut fi’om the perspe cti ve of the overall pool of patients 
awaiting a transplant. Also un&ir fiom that broader perspective wm that individuals seeking a 
transplant could register at different centen both within and across OPO service areas, thereby 
increasing their own chances of a transplant but reducing those othen who did not have the 
resources and/or infotmarion to get tbemsdvea muttiple-listed. 

National System 

• Organ distribatien renuined heavily controDed by individnal tnuspUat ccsitcn 
and confined primarily wHhn the individiial service areas of organ procsueaent 
organiutiona. 
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NotwithsUading loine p rogre u in developing t tysum grounded in uniform polidet 

ind (Undards, the actual distribtitioo of organa from donors to redpicots remained highly 
localired. Thia local orientatioo, we found, appfied in two very important respects. Fust of all, 
through the OPThTs ‘local use” policy, transplant centers were allowed to retain almost all of 
the organs that they had retiieved. TkeyeiiteftdbitaeooptraliveagrtemaittmtkQHOPO 
er edker eeaxen omfy ai ikeir otm mH Ifthey so wished, they could make arrangements 
concerning the distrSiutioo of organs with a donor hospital and/or an OPO in a service area 
other than the one in which they were located. 

Secondly, as follows from this local use policy, most organs procured within a service area 
never left that area. Only about 12 percent of kidneys retiieved were shared nationally. 
Caeperation 

> Among some transplant centers and profemionals, a tense of local ownership 
towards organs they had proenred impeded the development of an erjaitable 
national system for distributing organa. 

It it this sense of local ownership, we found, that nistained the Iceep one-share one” 
arrangements, whereby a transplam center that retrieved an organ kept one for one of its 
patients and donated one to the common pool ft also sustains the “renal payback system," 
whereby a transplant center that provided a perfect match kidney to the national pool wu 
entitled to a payback kidney from the receiving transplant center. 
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Such practices contiibuted substantially to the uneven playing field across the country, with 
access to organs being nuch greater in some geographic areas and in some transplant centers 
than at others. Many trinq>lant professionals, we noted, would justify this unequal shuation by 
noting that any system that sought to level the playing field across r^ions or transplant centers 
would discourage donations since, they allied, ftmOies were more likely to donate if they 
knew the organ is being used in the local area. 

In our review, we found no statistical basis for this contention. In &ct, we found that in a 
national public opinion poll commissiooed by the OPTN itself over 75 percent of the 
respondents disagreed with the statement that “donor organs should go to someone in the area 
where the donor lived.” 

K number of transplant surgeons we learned also disagreed with the notion of local ownership. 
One, who was also the medical director of an OPO, commented at follows in a letter sent to 
the OPTN: 

Establishing a payback system also creates the illusion that a kidney is the property of a 
given OPO. Clearly, we need to foster the notion that organs for transplantation are a 
natiooal resource which should be used in the moat efficient and in«in#« - 

possible. They are not anyone’s individual property. 
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Reco«acadationi 

We found the between eepectetioni end reility lignificant enough for us to make a 

Dumber of strong lecommendatioos to HHS. In making the lecommmdations. we recognized 
that many organ aOocatioD decisions are essentially medical in nature and ought to be made by 
medical professionals on the basis of the best available evidence and otqective erhetia. At the 
same time, we held that 



Thus, we grounded our specific recommendations on actions that could be taken to help close 
the gap between actual practices and the expectations clearly set forth by Congress. We did 
not seek to impose our own or others’ judgments about what those expectations should be. 

Below, I present the recommendations we made that are most pertinent to the March 26, 1998 
HHS rule: 


Issoe regnlatioiis to require that each OPO (1) cstablisb a single, nnilied list of patients 
awaiting transplantation and (2) distribote donated organs to those patients on a fint 
come first served basis, subject to established medical criteria. 
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It wu tiine, we ■rgued, to preclude tnn^tant centerf from opcntiiig u if they “own” the 
ofgant that they or othen have procured. Each center, we reconunended, ihould have to 
register ita own transplant fandidatro on one unified Hat manttained by the OPO. Each cadaver 
organ that then becomea available for tranaplantatioa in that service area (except for those 
mandated by the OPTN to be distributed nadonaUy) would be offered to patients on that list in 
the order that they have registered. (IMBBHHiMllHMHBtBHIHnBihiiakHM* 

The only basic exceptions 

here would be those warranted in accord with Mtahlithed medical criteria. 

This approach, we emphasixed, would make for more equitable access for patients within OPO 
service areas. It would reiiifitrce the notion of equity among patients rather than among 
transplant centers and would establish a system more in accord with congressional intent. 

Issue regulations to require that each transplant center and donor hospital in an OPO 
service area adhere to the centralised organ distribution policies of the OPO governing 
that area. 

Transplant centers, we indietted, should not be allowed to violate the first come first served 
approach by making organ distribution arrangements, as some did, with donor hospitals and/or 
OPOs outside their own service area We sought to reinforce the point that OPOs, not 
transplant centers, be r^arded as the enginet of the organ distribution system. They should 
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have the authofity to ihape and oversee dhtribution policies in their service areas, in accord 
with guiding Federal requirements, and they should be held accountable for the exercise of this 
authority. In overseeiog the distributioa of organa, they naiat assure that the focus is on the 
equitable access of patients, not transplant centers. 

Support the development of medical practice gnldellncf addressing organ 
transplantation. 

We fully recognized that without more uniform and explicit medical criteria, equitable access as 
we call for would be difficult to achieve. Wide^read differences amoqg professionals in the 
field have inhibited the development of such criteria. The differences relate to the degree of 
emphasis that should be given in allocatiog organs to such matters u age, sensitivity level, and 
9 matching. Even more fundamentally, they relate to the criteria that determine whether or 
not one is a suitable ca n didate for a transplant and should be placed on a list in the first place. 
Different practices in placing candidates on waiting lists clearly affected the equity we aimed 
for with our first come first served recommendations. 

For these reasons, we urged the Department to support the development of transplant practice 
guidelines, based on medical outcomes, that would serve as an authoritative and useful 
reference point for practicing professionals and for oversight bodies responsible for assuring 
that organs are in ffict being distributed equitably. 
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» Food a dcnoastrition efTort iocorpontiDg the foBawiag two fcatnrea : (1) the 
cstablishmeat of a tingle, anifled waidng list indadiag all padenti awaiting an 
organ trantplant in a nnmbcr of OPO icrvicc areai and (2) the mandatory 
dirtribntion of donated organt to ttote patientt on a lint tome firat leived batia, 
tabjcct to cttabibhcd medical criteria. 

We recognized that even with the devdopmeot of equitable, patient-based allocation systems 
within OPO service tress, the unequal patient access across service areas would not be 
dminished. Thus, we called for demonstration efforts that would develop larger pools of 
donon. Such effixts could enhance equity across the established regions, aDow greater 
opportunhiea for highly seashiTcd patients, and enable better overall undentaixling of the pros 
and cons of operating larger scale distribution systems. The demonstration effort, we believed, 
would foster progress toward the national system envisioned by Congress. 

Update and Concinsien 

Since 1991, some progress has been made in closing the gaps we identified between 
expectations and practices. The OPOs now must establish a single unified list of patients 
awaiting transplants and use it u the basis for allocation, in accordance with OPTN rules. 
Further, the differential in black-white waiting times for cadaver kidneys appears to have been 
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reduced somewhat. The OPTN has served as a vital forum for addresaiiig issues and maldng 
decisions that contributed to this progress in organ allocation practices. 

At the same tune, there is still much room for progress, m is most cieaily exemplified by the 
substantial dififereiKes that remm in waiting times across OPO service areas. Further, with 
three times as many individuals awaiting a transplant as there were 7 years ago, it is even more 
imperative that Congressional expectadons of the organ allocation system and actual practices 
be in close accord. The increased scarciry heightens the urgency of the situation and, we 
believe, the importance of public guidance on how best to deal with the situation. Our 
recommendations offered general directions on how that might be done. The March 26 HHS 
rule follows along the same line, presenting broad directions for the OPTN and medical 
professionals to apply, using the best of the medical evidence available to them. 

By calling for performance goals for standardiied criteria for listing patients on transplant 
waiting lists, for standardized criteria for medical status of those on waiting lists, and for organ 
allocation policies that give priority to those whose needs are most urgent, with less attention 
to geographic Actors, the HHS rule provides an opportunity for continued progress toward the 
land of system we called for 7 years ago. The OPTN, of course, has a key role to play in 
carrying out that opportunity. 
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It remains essential, we believe, for HHS and for the OPTN to exert leadership to help develop 
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Mr. Shays. Our final testimony will be from Lawrence Hunsicker 
and we welcome your testimony. 

STATEMENT OF LAWRENCE HUNSICKER, M.D., PRESIDENT, 
UNITED NETWORK FOR ORGAN SHARING [UNOS] 

Dr. Hunsicker. Mr. Chairman, Congressman Barrett, good 
morning. I’m Dr. Larry Hunsicker. As you just heard, I’m the medi- 
cal director of Organ 'Transplantation at the University of Iowa and 
currently also the president of the United Network for Organ Shar- 
ing, or UNOS. UNOS is a private corporation that is the contractor 
to HHS as both the Organ Procurement Transplantation Network, 
or the OPTN, as you’ve heard it abbreviated, and the operator of 
the Scientific Registry of Transplantation. Our members are trans- 
plant centers, doctors, recipients, donor families, and others who 
comprise the transplant community. 

Today, I will try to put to rest several misconceptions regarding 
organ allocation and the HHS regulations. First, let me emphasize 
that while the great majority of the transplant community feels 
that these regulations are ill advised, we do wish to continue to 
work with HHS to improve the system as we have done for the 
past 11 years. 

I want to point out that Federal law provides that organ alloca- 
tion policy will be made in the private sector, not at HHS. Congress 
wisely insisted on this in an effort to shield the formulation of 
these vital policies from the effects of special interests in politics. 
In doing this, over time UNOS has been able to develop consensus 
among the medical experts and the other community members to 
resolve almost every difficult issue except liver allocation, and 
we’ve made substantial progress recently in that area. 

Much of our concern with the recent HHS action is based on our 
understanding of the profound, sometimes heart-wrenching com- 
plexities of the relatively new branch of medicine. Policy changes 
as radical as those contained in the regulations need to be thor- 
oughly reviewed, debated and consensus reached before they are 
implemented. 

'The system being mandated by HHS will not save more lives. 
Our computer models indicate that in the long run more patients 
will die under the HHS regulation. There’s no scientific or medical 
evidence to support the assertion as argued by HHS that tech- 
nology now permits all livers safely to be shipped to any part of the 
country without detriment to the organ or the patient. Increased 
time without a blood supply still significantly decreases the viabil- 
ity of the organ, especially an organ from a less than perfect donor, 
and it increases likelihood that it will fail, thus requiring yet an- 
other organ to be used for the same patient. Under the new regula- 
tions we project increased wastage of precious organs due to exces- 
sive transit times, organs that could have saved a life if they were 
used promptly in a local setting. 

Of equal concern to UNOS is that the new policy requires the 
sickest patient in the country to be transplanted first no matter 
where that patient is in relationship to a recovered organ. This 
means that most patients already suffering from the effects of end 
stage liver disease will have to become yet more severely ill before 
being transplanted than is the case today. Survival rates for this 
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complex surgery are significantly worse for those who are on life 
support. It is important to note that current UNOS policies already 
make livers available to the most seriously ill patients at a very 
similar rate, about 4 to 6 days, no matter where in the country 
they are hospitalized. Another potentially devastating problem is 
the predictable decrease in organ donation that would result from 
the closing of smaller local transplant programs. Many of these will 
be unable to transplant a sufficient number of patients to maintain 
the proficiency of their staffs. Donation, like politics, is a local phe- 
nomenon, and as the best professional advocates of donation leave 
a community, donation will decrease. We have seen the converse of 
this effect repeatedly as new centers have opened and caused sig- 
nificant increases in local donation. 

Also a significant ethical question is raised by the new regula- 
tions. After many committee meetings and several public hearings 
involving representatives of HRSA or the branch of HHS that deals 
with transplantation, UNOS in 1992 unanimously adopted basic 
ethical allocation principles that are designed to guide us in our 
policymaking. The basic message is that there is a fundamental 
ethical obligation to balance justice and medical utility in crafting 
allocation policies. HHS has focused solely on fairness and in doing 
so we fear has promulgated a policy that will have tragic practical 
consequences. 

We are also concerned about the cost implications of the new 
policies. The HHS regulation will result in many millions of dollars 
of increased costs for the care of critically ill patients in Intensive 
Care Units who never had to be there. 

I feel S 3 rmpathy for the patient who is unable to afford to travel 
from his home to the remaining transplant centers or whose spouse 
has to quit her job to accompany him. Who will pay for their tem- 
porary lodging far from home sometimes for months while they 
wait for their surgery in strange surroundings and ever-failing 
health. Some Medicaid programs will not cover this expense, which 
means that there will be no transplants for many poor or rural citi- 
zens. The HHS regulation require that UNOS implement policies 
to encourage transplant centers to pay the costs of transplantation, 
but then what is to stop insurance companies from dropping cov- 
erage for this expensive procedure. 

In closing, I urge you to give careful thought to the effects of 
these regulations and to their underlying implication for future 
transplant patients. I urge you to direct the Department not to im- 
plement them as they are and to require a meaningful dialog with 
the Congress and the treinsplant community before making any 
changes in the current program. I appreciate the opportunity to 
testify and will be happy to answer your questions. 

[The prepared statement of Dr. Hunsicker follows:] 
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Opening Comments of Ltwrace 0. Hunsicker, Mi), 
before the Hoose Government Refoim snd Oversight Committee 
Subcommittee on Human Resources 
April 8, 1998 

Mr. Chairman, good momiog. I am Dr. Lawrence 0. Hunsicker, president of the Unitei 
Netwodt for Organ Sharing. UNOS is a private coiporation that, among other activities 
is the contractor to HHS as both the Organ Procuresnent and Transplazitatian Network 
(OPTN) and the operator of the Scientific Registry of Tnnsplantatioo. Oui memben at : 
the transplant centers, doctors, recipients, donor hunilies, and others who comprise tlto 
transplant community. 

You ore all aware of the controversy that has surrounded the issuance of interim final 
regulilions by HHS regarding organ transplantation policy. In my brief appearaoce hen 
today I will try to illustrate a number of reasons for this controversy, ind put to rest 
several miseonceptions. First, let me emphasize that, while the great majority of the 
transplant community feels that these regulations are ill advised, we do wish to cooperat : 
with HHS to improve the system. 

I want to point out that Federal law, the National Organ Transplant Act, provides that 
organ allocation policy will be made in the private sector, not at HHS. Congress wisely 
insisted on this in an effon to shield the formulation of these vital policies from the 
effects of special interests and politics. In doing this, over time UNOS has been able to 
develop consensus among the medical experts and other community members to resolve 
almost every difficuh issue except liver allocation, and we have mrcle substantial 
progress recently in that area, as well. The amount of effort expended in fiilfillnwir of 
this responsibility has been considetible- UNOS just surpassed one million hours of 
volunteer time that have been invested by the community in an effort to mike ifae system 
as fair, as just, and as medically sound as it can be. 

Much of our concern with the recent HHS action is based on our understarxling of the 
profourxl. sometimes heart- wrenching complexities of this relatively new branch of 
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mediciDe. Policy chmges u radical aa those contained in die regulations need to be 
thoroughly reviewed, debated, and eonsenfus reached before they ate unpleaeoted, but 

despite repeated written requests from the comnuinity and Congtets,HHS did not folio / 

this path. 

The system being mandated by HHS will not save more lives. Our computer models 
indicate that in the long run, mote patients win die under the HHS regulation. There is o 
scientific or medical evidence to support the assertion, u argued by HHS, that tacfannloi y 
now permits all livers safely to be shipped to say part of the country without detriment to 
the organ or the perient Increased time without a blood supply still sigmflcamly 
decieasea the viability of the oigan. especially an organ from a leas than perfect donor, 
and iooeases the lUdihood difl it wQl fruL dius requiiing yet anolheT organ to be uaed ft ' 
die same piticnL Under the new regulations we project incteaaed wastage of pieciotis 
organa due to excessive tnosit times- organs foat could halve saved a life if used pronqit r 
in a local setting. 


Of equal concern to UNOS is that the new policy requires the sickest patient in the 
country to be transplsated first, no matter where that patiem is in relationship to a 
recovered organ. This means that most patients, already sufTeiiiig from the effects of en> 
stage liver disease, will have to become more severely ill before being tran^lonted than 
is the case today. Survival rates for this complex snrgety are significantly worse for 
people who ore on life sigipoit (status 1 liver patients). It is important to note that cures: 
UNOS policies liteady make liven available to the most seriously ill patients at a very 
similar cate (Le., 4-6 days) no matter where in the country they ate hospitalized. The 
great dififereoces in wuting times for livers that HHS cites are for the least ill, not the 
most ill patients. 

Another potentially devastating problem is the predictable decrease in organ donation thi t 
will result from the projected closing of smaller local transplant programs. Many of thes : 
win be unable to transplant a sufficient number of patients to maintain the proficiency of 
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their tufle. OonatioD, like polities, is a loeal pbesomeaoD, end u the beat profeasional 
advocates of dooatioo leave a community, dooatioa will deoease. We have seen this 
effect lepeatedly as new centers have opened sad caused signiileaitt ineieases in local 
donation. 

Let me also emphasize that a significant ethical question is laised by the new regulation 
After many oommittee meetiiigs and several public beatings, UNOS imenininmiy 
adopted basic ethical allocation principles that ait designed to guide us In oiv policy 
making to treat patieals fuily and save the greatest number of people. I have submitted 
its text for the record, but the basic message is that there is a ftmdamental ethical 
obligatioo to balance fiimest, justice and medical utility in oifting allocasion policies. 
HHS has focussed solely on fairness, end in so doing, we fast, hu picmulgated a poUcy 
that will have tragic coosequenoes. 

We are also concerned about the cost implications of the new policies. Inanenwhen 
heehb csie costs ire of such great coocem, the HHS leguletions will resuh in many 
millions of dollars of increased costs for the caie of ciiticalty ill patients in intenaive ctn 
units who never had to be there. The ciunuistive cost of caring fst increasing numbers c 
people in the final months of end stage disease will dwarf the costs cunendy associated 
with transplanting them at an earlier stage of disease. In addition, the costs incurred by 
increased transportation of both patients and organs will be enormous. 

I feel symptfhy for the patient who is un^le to aSbrd to tiavel fiom bis home to the 
remtining transplant ceifters, or whose spouse has to quit her Job to accompany him. 
Who will care ftir their children? Who will p^r their bills? Who will pay finr their 
temporary lodging far from home, sometimes for many months, while they wait for fiieiT 
surgery in strange surroundings and in ever failing health? Some Medicaid programs wl 
not cover this expense, which means that there will be oo Innspiints for many poor or 
rural citizens. The vocal but veiy small minority in favor of these new legulatioas chum, 
diat this will be better fiit patients, but you can be Sie judge of their objectivity. The 



45 


HHS regulitioiu idviie UNOS to implemeal policies to encounge the tnasplsnt ceotn i 
pty these costs, inclndiog the costs of the tnnsplsm, but then what is to stop iosmoce 
companies fiom dropping coveiage for this expensive procedure, making matteis much 
worse for fotuie patients. 

In closing, I urge you to give csrefol thought to the effect of the legutetions sod to their 
underiying impUcstioos for foture transplant patients. I also urge you to direct the 
Department to not implement them as they are, and to require a meaningfol dialogue wi i 
the Congress and the transplant community before "Mionfl any changes in the current 
program. I appreciite the oppoitunity to testiiy and win be happy to ansswr any 
quealions. 
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Mr. Shays. Let me just make a request of the audience. We will 
show, I think, some significant flexibility here. It’s clear to me that 
you were not clapping for all three speakers. So now that’s clear 
to us and so we know where you are coming from, but it’s impor- 
tant for us to be able to make all the speakers here feel comfortable 
that they can answer questions and expose us to their view, and 
if we are not exposed to their view, we are not going to be able to 
judge this issue fairly. So I really thank all the speakers here. I 
particularly thank the first two as well as Mr. Hunsicker because 
they have stated the case in a way that we now can have some 
meaningful dialog. And I will say to some of you in the audience 
that you will get an opportunity, some of you, not all of you. Some 
of you will get an opportunity to make comment to what you are 
hearing, and that’s another way that you’ll be able to express your- 
self 

I’m going to ask Mr. Barrett to go first, and we are going to go 
back and forth. Before I do, the three who have accompanied, if 
you’d like to just make a comment before we start. 

Mr. Smolonsky, I note for the record that you spent most of your 
time at the Chicago airport last night instead of a nice place to 
sleep, and we thank all of you for being here, but would you like 
to just make a comment or you, Mr. Graham, or. Doctor, any com- 
ment before we begin? 

Dr. Hunsicker. I think we’ll just be ready to answer your ques- 
tions. 

Mr. Shays. OK. Mr. Barrett. 

Mr. Barrett. First of all, I want to thank all of you for your tes- 
timony. I think that everyone who is involved in this issue is oper- 
ating in good faith. I don’t question the motives of anyone who is 
here today, because I think everyone is concerned about doing the 
best that they can for the people in this country and the people 
who deserve the gift of life. My concerns come in translating the 
best intentions to the practical impact that it’s going to have. And 
my perception, and. Dr. Fox, I would like you perhaps to comment 
on this, my perception is that there are some medical centers or 
some hospitals who have put an emphasis on developing a patient 
list and have done so quite well. There are other hospitals who 
have put their relative resources on developing an organ donor list. 
My concern is that these rules will create an incentive for all hos- 
pitals to no longer put any emphasis on organ donations but to put 
all of their emphasis on finding the sickest patients that they can. 
And the reason I say that is — again, I think that all of us are here 
because we care about the patients, but I will say to everyone in 
this room I think there is along with that concern for patients, 
there is from every one of these transplant centers a high degree 
of economics involved here. And we can sort of dress it up and 
dance around it, but I think that’s a reality that centers are con- 
cerned about being closed, they’re concerned about losing patients. 
But if you could respond to my concern, please. 

Dr. Fox. Let me just say that 

Mr. Barrett. It’s not on. 

Mr. Shays. I believe the switch might have come off. OK 

Dr. Fox. Well, several things. One, in regard to the patient list, 
one of the problems and one of the things that we think contributes 
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to the inequity is that the listing criteria, the way you get on the 
list, how early you get on a list really varies across this country, 
and so that if a particular physician is aggressive for his or her pa- 
tient, they may get on the list much earlier in one part of the coun- 
try than another. And, again, that provides some inequities, and 
we think that should be standardized in some way or other, so that 
is a problem. 

The donations, as you’ve also alluded, there’s tremendous vari- 
ation. Some hospitals have contributed virtually no donations to 
the national donations and other that do quite well. So there is a 
disparity in each one right now. I think that what we hope will 
happen out of this will be that because now today we have between 
a 75 and 85 percent survival rate for people in this first, schedule 
1, 2, the ones that are ill enough to be in a hospital, that those peo- 
ple deserve a chance. We are not saying in this regulation, I would 
like to point out that this regulation is only eight pages long, but 
it has in it on several occasions comments around sound medical 
judgment. And, in fact, the allocation part of this regulation is 
prefaced with sound mescal judgment and also a caveat that what- 
ever policy that the OPTN brings forward be based on sound, effi- 
cient management of the organs that are vital. Then there is also 
a specific section around wastage. So we do not stipulate what the 
policy should be. And, in fact, we don’t say, or I hope in this regula- 
tion, that organs will necessarily go coast to coast, but that what- 
ever policy is provided would be based on what makes sense. What 
makes sense is to try to transport those people, and it’s not sickest 
first, it’s medical urgency. And obviously a patient who is ill 
enough today that they would not benefit by transplant that in a 
physician’s judgment would not be transplanted, would also not 
transplanted under this new policy. So we think there are caveats 
in the regulation that lay out a framework for the transplant com- 
munity as they put these forward to use medical judgment, to not 
waste our precious national resource and to come forward with a 
policy that operates in that guideline. But it is a problem because 
now there are disparities on both waiting list and donation across 
the country and tremendous variations depending on where you 
live. 

Mr. Barrett. But again let me ask the question, does not this 
rule create a disincentive for a hospital to put economic resources, 
this hospital to put its own economic resources into procuring or- 
gans if — and I’m talking about an economic disincentive, because it 
will believe that those organs will not stay here. 

Dr. Fox. We don’t believe that’s the case. I would point out right 
now today nationally one-third of all organs go outside of the area 
they’re collected. It varies again by area. For the OPO we’re sitting 
in, about 20 percent of the livers currently go outside this OPO 
we’re in today. In Connecticut 70 percent, 68 percent of the livers 
go outside of the Hartford OPO. So I think there is a misconception 
that organs are not moving. Today they are, and if one-third na- 
tionally, if you take the average one-third of organs moved today, 
what we don’t know, and we’ve asked UNOS to provide this infor- 
mation, how many organs come in, and how many organs go out. 
We think that that’s today what happens. It will also be what hap- 
pens under a revised policy. To what extent that occurs really is 
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going to depend on the policy, which is not laid out, and I think 
that that’s what we are certain that it’s part of. 

Mr. Barrett. Let me go down that road for a second, if I could. 

Mr. Smolonsky. Congressman Barrett, excuse me. If I may re- 
spond to your question about this being a disincentive for hospitals 
to invest in organ procurement. 

Mr. Shays. I’m going to ask you to put the mic a little closer to 
you. I’m sorry. 

Mr. Smolonsky. I’ll tp^. 

Mr. Shays. Just pull it right up. 

Mr. Smolonsky. Is this better? 

Mr. Shays. Yes. I think these mics are designed to be close, un- 
fortunately. 

Mr. Smolonsky. As you know, we have a two-pronged attack 
here. One is an earlier regulation, the Hospital Conditions of Par- 
ticipation Regulation. Under that regulation a hospital will not be 
allowed to deemphasize organ procurement. 

Mr. Shays. A little louder. A little louder. 

Mr. Smolonsky. It will be required to do more. All hospitals in 
the country under this regulation, in order to participate in Medi- 
care and Medicaid, will be required — regardless of what the final 
allocation policy is, all hospitals will be required to do more for 
organ donation. So the disincentive that you are worried about has 
been dealt with in the Hospital Conditions of Participation Regula- 
tion. It will not happen. And if a hospital chooses to do that, they 
risk jeopardizing their Medicaid or Medicare eligibility. 

Mr. Barrett. And I appreciate that answer. Dr. Yessian, did you 
want 

Mr. Yessian. On that point, let me emphasize this first, that in 
speaking for the Inspector General, speaking as an independent 
oversight entity here, so we haven’t cleared our testimony or com- 
ments with the Department in this case, but obviously much of 
what we found is supportive of the direction of these policies. 

On your point about the disincentive 

Mr. Shays. Just lower your mic just a speck. Just lower it down 
below you. 

Mr. Yessian. OK. How’s this? 

Mr. Shays. Yes. 

Mr. Yessian. That disincentive — the leading responsibility for 
organ donation in each area is the organ procurement organization, 
which clearly involves hospitals or transplant centers in a leader- 
ship role, but also other parties in the service area in the region. 
In the Department of Health and Human Services Medicare contin- 
ues to fund those organ procurement organizations on a cost reim- 
bursement basis for whatever their expenses are. That’s a pretty 
unusual way of funding these days, so that’s an incentive to do 
what it takes to be very active in procuring organs. So I just want- 
ed — I think that’s an important point. 

Mr. Barrett. Dr. Fox, if I could go back to you for a second. As 
I listen to your statements, it sounds like there could be different 
policies for different organs based on viability of the organ or time 
for transportation. Isn’t this going to create rules and subrules and 
create more confusion that way? 
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Dr. Fox. Again, we have laid out the broad parameters. We know 
that the current technology around the viability of how long organs 
can go prior to transplantation varies and is going to continue to 
change over time. And we fully expect any policies that the OPTN 
brings back would reflect that. And again, that’s one of the reasons 
that we left it flexible, because as technology changes, it allows the 
OPTN through its deliberations to change the policies to make 
sense with medically what’s available at the time, so we think 
that’s rational, we think that’s the approach that ought to be 
taken, and again, it’ll change as the technology changes. 

Mr. Barrett. Dr. Hunsicker, I think in your testimony you al- 
luded to the waiting list, in particular for those in level I. And I 
guess I have been under the impression that maybe there are some 
regions of the country where someone who’s on level I would wait 
longer than others, but your testimony seems to rebut that. Can 
you amplify that, please? 

Dr. Hunsicker. In both level I and actually level II, the dif- 
ferences in waiting times amongst the different regions are real- 
ly — 

Mr. Shays. A little louder. 

Dr. Hunsicker. I’m sorry. The differences in waiting times 
amongst the regions, the 11 regions of UNOS between level I or 
status I and status II are quite small. So it is primarily to the — 
with livers to the extent that there are differences in waiting it is 
primarily in the least urgent category. 

Mr. Barrett. OK. Let me check with the other panel members 
to see if they agree with that because I think that’s significant. 

Dr. Fox. By region I would agree except to say that if you — that 
waiting times, and there’s two caveats; that one, if you look at the 
individual OPO areas, there is a significant variation. By definition 
status I is patients only expected to live 7 days, and what it doesn’t 
take into account is the patients who die while waiting in status 
I, and we don’t have those numbers. 

Mr. Barrett. If I could interrupt. Again, his testimony is that 
a patient at level I waits 4 to 6 days? Is that 

Dr. Hunsicker. The median waiting time in the 11 regions 

Mr. Shays. Doctor, I’m going to ask you to really project. You’ve 
got a beautiful voice. I want to hear it. 

Dr. Hunsicker. 'The median waiting time in the 11 regions of 
UNOS ranges from about 4 to 6 days. 

Mr. Barrett. OK. And so what are you saying? 

Dr. Fox. I’m saying, one, the definition of category I is patients 
who only — to get in category I you have to be expected not to live 
more than 7 days. So that in itself is limiting. What it doesn’t tell 
you is that people drop off the list because they die. 

Mr. Barrett. So you’re saying that they die before they get to 
level I. 

Dr. Fox. I’m saying that some die. Some die. But the second 
thing I’m saying is that by looking at it by region, you lost waiting 
times, and I think we provided this to the committee. If you look 
at it by OPO, which is a much smaller area, there is a fairly sig- 
nificant difference in the waiting times. 

Mr. Barrett. Does your policy have the effect of telling someone 
come back when you are sicker? 
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Dr. Fox. Again, we are not saying how ill — I mean what we are 
saying in the regulation is use medical judgment, set up a process 
that looks at those medically urgent. That may be different than 
sickest. Sickest may be so sick as to not survive a transplant. What 
we are saying is use medical urgency. 

One of the other misconceptions is medical urgency is currently 
the policy within the OPTN right now, it’s just applied on a local 
basis. And what happens is, for instance, in I believe it was 1996 
of the 950 some odd people who died waiting for a liver transplant, 
400 of those died while in the hospital, but the same time almost 
half of the transplants that took place for liver patients took place 
on people who were not ill enough to be in a hospital. And the ef- 
fect would be that if you have two OPOs that are right adjacent 
to each other emd divided by a river, you could have one person liv- 
ing on one side of the river who because the — there’s no people in 
status I or status II could get a liver and could be an outpatient 
while someone living a mile right across the river on the other side 
in another OPO who is ill and in the hospital does not get that 
liver. And, again, that is an arbitrary geographic distinction and 
one we think is unfair. 

Mr. Barrett. Dr. Hunsicker, do you want to respond to that? 

Dr. Hunsicker. Yes. I think that the issue with respect to the 
sickest first is one that requires clarification. I don’t think that 
there is any dispute about the patient who has gotten so ill that 
he or she will not benefit from a transplant. Neither the Govern- 
ment nor UNOS nor any responsible surgeon or physician would 
recommend that a liver be put into a person who cannot survive 
the procedure. That’s silly. The issue comes up with the balance in 
the degree of severity of illness of the patients who will get the 
transplants. There are patients who are so ill that the risk for their 
surviving is reduced, nonetheless had I a liver, I would offer it to 
this person, but it might better be put into another person whose 
condition had not deteriorated so far, and so that the likelihood of 
benefit is better. 

Now, we have tried to balance in UNOS the issues of care for the 
most seriously ill so that we don’t write off anybody who could ben- 
efit but so as to try to maintain the balance so that a larger frac- 
tion of patients who are in a more stable condition. All of these peo- 
ple are people who are seriously ill and need a transplant. You 
talked about death on the waiting list. It’s worth noting that al- 
most half of the deaths on the waiting list occur in patients who 
are not in hospitals, who are in the least urgency category because 
they are all sick. We are trying to suggest that a balance in which 
we transplant patients relatively earlier probably is a more effi- 
cient use of this extremely valuable, scarce resource. 

Mr. Barrett. Mr. Chairman. 

Mr. Shays. Thank you. I realize almost everyone here knows 
more than I do on this issue because this has been your life in 
some cases and you’ve learned a heck of lot about it. I’m going to 
ask a few questions that are going to illustrate my ignorance, but 
I want to at least have this established before I go on. 

I look at the, I guess the 63 procurement organizational service 
areas, and I make the assumption that these are the smallest areas 
and that they are trying to identify donors and receive organs. I 
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make an assumption that the OPTN re^ons are basically the re- 
gions in which these organs can be provided. As a general rule. Is 
that — am I still on target here? 

Dr. Fox. No. They’re generally shared within the OPO’s. 

Mr. Shays. Within the OPO’s. 

Dr. Hunsicker. The first level of sharing 

Mr. Shays. Let me just say, just make sure that we don’t go too 
fast for our recorder here. Let me just say, Dr. Fox, your comment, 
and then I’ll go to you. 

Dr. Fox. The local area is considered for the most part the OPO. 

Mr. Shays. What is the significance of the OPTN region? 

Dr. Hunsicker. As Dr. Fox said, the first level of sharing is the 
OPO. As he also said before, a significant number of livers are ac- 
tually shared outside their original OPO, and those would be if 
they cannot be effectively used within local OPO, then they are 
shared second level within the region, which is a smaller geo- 
graphic area than the entire United States. 

Mr. Shays. Right. 

Dr. Hunsicker. The large majority are used either within the 
local OPO or within their region. Only a small number are shared 
nationally. That is to say between regions. 

Mr. Shays. But I maie the assumption then that most donors 
are identified within the smallest area, the service area, and most 
of the organs are then provided in those small areas. Is that cor- 
rect? I mean there’s consensus there? 

Dr. Hunsicker. The majority. 

Mr. Shays. Yes. OK. 

Mr. Graham. Could I add one point? 

Mr. Shays. Sure. 

Mr. Graham. When the National Organ Transplant Act estab- 
lished the system by which we have been discussing this, it said 
that the OPO service area 

Mr. Shays. Let me ask you a little louder. 

Mr. Graham. OK. The OPO service area is required by law to be 
large enough to provide for efficient organ procurement as well as 
equitable organ sdlocation. So that’s how Congress set this up back 
in the beginning, and that was the basis for our distributing organs 
locally to begin with. 

Mr. Shays. OK. The other assumption I make is that the OPTN 
is basically the network and UNOS is the contractor. Because 
sometimes we use them interchangeably and I just — ^you want to 
respond? 

Dr. Fox. Well, UNOS is the contractor and operates the network 
as a part of that contract. 

Mr. Shays. Right. They operate the network. 

Dr. Hunsicker. Yes. UNOS actually does at this point effectively 
only two things. It operates the OPTN under one contract in the 
Scientific Registry, which is a closely related thing which deals 
with the data management under a separate contract. We are, 
however, a private corporation with a life independent from the two 
contracts. 

Mr. Shays. Let me just throw something on the table. I find my- 
self reacting to your statement. Dr. Hunsicker, and feeling there is 
a bit of what I think is a little disingenuous and so let me just put 
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it out on the table. You basically are a private organization, but 
you are a monopoly; correct? 

Dr. Hunsicker. That is — ^yes. We are not a monopoly. We are the 
only organization that does that. Fm being told not to say that. 

Mr. Shays. Well, you may be told not to say that, but you are 
a monopoly. 

Dr. Hunsicker. We are the only organization that does this be- 
cause the 

Mr. Shays. Well, Fm not arguing about the validity of it. The 
bottom line is monopoly means to me one player, and you au'e the 
player. 

Dr. Hunsicker. Although the Government could switch the con- 
tract if it wanted to do so. 

Mr. Shays. I understand that. I understand that. But just so 
we 

Dr. Hunsicker. So long as we hold the contract, we are the peo- 
ple that do the job. 

Mr. Shays. Right. And Fm not arguing that you have one organi- 
zation doing that. Fm not arguing that it shouldn’t be your organi- 
zation. But it’s a little disingenuous to me just to tell you to talk 
about how the public and private sector do things and don’t have 
the public sector tell the private sector what to do. If you only have 
one player, the public sector better be in there regulating that mo- 
nopoly. And then the question to me is if we can get beyond that, 
■rhe question is, are these logical regulations? But if you were to 
get to the level that “the public doesn’t have any right telling us 
what to do,” you know, “we are the private sector,” then you and 
I are going to be having a long dialog for a long time on that. 

Dr. Hunsicker. We have never had any problem with the Gov- 
ernment participating in the process and exercising oversight. They 
do this through the contract. They’ve done it for 11 years, we’ve 
worked with them for 11 years and we think that that is an appro- 
priate way for things to happen. 

Mr. Shays. OK. Now tell me 

Dr. Hunsicker. It’s important for me to say that the board of di- 
rectors of UNOS does in fact have — one-third of its members are 
either patients or patient families or donor families. The method 
for selecting the candidates for the board of directors is that they 
are nominated by a nominating committee which reflects the com- 

E >osition of the board of directors, and so there is in a sense, at 
east in part UNOS is a self-perpetuating board that is selected 
from the community of transplantation. It involves representation 
from all the aspects of transplantation. 

Mr. Shays. It’s just important for me to tell you up front that 
I believe the issue is what kind of regulations should the Federal 
Government be imposing on this monopoly to make sure that the 
public’s interest is dealt with fairly. You want to make a comment? 

Mr. Graham. Back in 1984 when this law was passed, the Con- 
gress created a new way of approaching this kind of relationship, 
and so I thought it would be important to point out that the Na- 
tional Organ Transplant Act says that the Secretary shall establish 
and operate the OPTN by contract and that the OPTN shall be a 
nonprofit entity. And that this is to be done in the private sector, 
so it’s done by contract as opposed to the traditional regulatory 
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route that had been done before in other areas of medicine. So the 
oversight that’s been provided to us by HHS for the last 11 years 
has been through the contract. 

Mr. Shays. Well, it’s both — Mr. Graham, I don’t want to nitpick 
here, but I’m happy to pursue this. It is done both by regulation 
and contract; correct? 

Mr. Graham. It has not been today. It has been done by 

Mr. Shays. There are no regulations governing? 

Mr. Graham. I’m talking about these that are out today. This is 
the first time the OPTN regulations have been promulgated. 

Mr. Shays. There are no regulations on the books right now deal- 
ing with how UNOS operates? It is all done by contract; is that 
your testimony to the Court? 

Mr. Graham. Yes. 

Mr. Shays. Dr. Hunsicker. 

Dr. Hunsicker. 'There are many regulations, of course, that are 
swept into the contract to which we are subject. 

Mr. Shays. Well, yes. So, I mean the contract trying to imple- 
ment certain regulations that exist that HHS has imposed. I don’t 
want to go too far here. We were talking about federalization, and 
I need to know what that means. But I just need to know how HHS 
views this. And I would love to know how the Inspector General 
views this. It’s not a big point in the dialog here, but it’s just like 
if we can’t establish certain things between reasonable people, then 
I can’t get to the next point. 

Dr. Fox. Ask Mr. Smolonsky. 

Mr. Smolonsky. Thanks, Dr. Fox. 

Mr. Chairman, there is a regulation, a 1988 regulation that gives 
the Secretary the authority to approve all UNOS policies and all 
OPTN policies — I’m so^, not UNOS policies, but OPTN policies. 
It’s a standing regulation. In addition to that. Congress amended 
the Social Security Act, section 1138, which gives HHS the author- 
ity to deny Medicare or Medicaid eligibility to any hospital or 
transplant center that does not abide by the rules of the OPTN. It’s 
our legal view that it would be impossible to enforce that provision 
without binding regulations. You can’t very well kick an entire hos- 
pital out of the Medicaid or Medicare Program on the basis of vol- 
untary or informal guidelines, and that is our view. 

Mr. Yessian. Mr. Chaurman, if I could just add to that point that 
in 1988 when Congress passed an amendment to the law here, 
there had been some concerns at that time about how the Congress’ 
intentions on inequity were being transferred in a way that empha- 
sized equity among transplant centers and not patient and the law 
clarified its intent to focus on patients and in an accompsmying 
House report by the Committee on Energy and Commerce specifi- 
cally called for the HHS Secretary to monitor the allocation of or- 
gans closely to make sure the allocation schemes remained based 
on equity among patients, so there is a trail here of congressional 
expectations about oversight. 

Mr. Shays. Doctor. 

Dr. Hunsicker. I’m not a lawyer and I’m not going to try to an- 
swer a legal question, Mr. Chairman. I think the sense of your 
question is, has there been previous instruction from HHS on allo- 
cation policy. 
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Mr. Shays. No. My question, bottom line, is this. My question is 
this; Congress passes a law and gives HHS the ability to establish 
regulations. In the law and in the regulations HHS has the ability 
to contract out to your organization or somewhere else, and to me 
it is extraordinarily disingenuous to suggest that there haven’t 
been regulations and that there shouldn’t be. The issue is what 
kind of regulations. I mean I haven’t passed judgment on what 
kind of regulations. You’ve got to trust me on that one. But bottom 
line I just think it’s a little disingenuous to say, “we are the private 
sector, you Federal Government don’t tell us what to do.” They are 
going to tell you what to do because you are a monopoly and you 
maybe don’t want to be called that, but you are, and you are an 
important monopoly, in my judgment. And I’m not arguing that 
there shouldn’t be a monopoly. But once we can at least under- 
stand the relationship here, then we can, it seems to me, talk about 
what logical regulations should happen. And with that in mind, I 
just want to ask you in the letter that I have here, it’s a sample 
letter to Congress. It’s from your web site. I’m going to quote a 
paragraph here. It says: 

As a transplant center, our concern has been, always has been and always will 
be with the outcome and well-being of our patients. We are convinced, however, that 
the impact of the regulations would be to lengthen the amount of time sick people 
must wait for transplants and reduce the number of people who are able to get 
them. The proposed federalization of the current system would take away control 
of the transplant system from doctors and patients and hand it over to the Federal 
regulators. 

I need you to explain that one to me. I don’t understand what that 
means. 

Dr. Hunsicker. I assume you’re referring to the last sentence 
and not to 

Mr. Shays. Yes, the federalization. Yes. 

Dr. Hunsicker. I actually understand the sense of the law that 
was passed, the NOTA, N-O-T-A, perhaps differently from you. And 
I don’t want to argue with you because that is not my point. 

Mr. Barrett. Speak up a little more. 

Dr. Hunsicker. We believe that it was quite intentional by Con- 
gress at that time to stipulate that these rules concerning the allo- 
cation of organs were not in fact to be made within the Govern- 
ment but were to be made in a private organization under contract 
to the Government. That is my understanding of what was the in- 
tent of Congress at that time. Should the Secretary have the ability 
unilaterally to say no, the rules that you have adopted have to be 
changed to different rules without the communities being able to 
respond to that or to say, gee, we think that’s really a very bad 
idea, we believe that that would be contrary to the intent of the 
people who passed the law in saying that these rules should be 
made by the community under the general supervision of or the 
general whatever you want to call it. Supervision is as good a word 
as any of the Government and not that the Government itself was 
supposed to have the ability ultimately to set what the rules were. 

Mr. Shays. Could you define to me what the community is? 

Dr. Hunsicker. The community in this case is the — very specifi- 
cally the community is represented by UNOS because it’s the 
UNOS board of directors, I should say the UNOS Board of Direc- 
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tors that has the authority to make rules for UNOS and then for 
the OPTN. 

Mr. Shays. Is UNOS given an unlimited contract or does it 
get 

Dr. Hunsicker. No. It’s renewed every, it’s been every 3 years. 

Mr. Shays. But the community is basically the centers. 

Dr. Hunsicker. The membership of UNOS includes centers, 
OPOs, individuals with an interest in transplantation and I may 
have missed one category or another. I don’t think so. 

Mr. Shays. So how does an individual who has em interest be- 
come part of UNOS? 

Dr. Hunsicker. They have to be approved by the board of direc- 
tors, by the — ^well, ultimately by the board of directors, but by the 
Membership Professional Standards Committee. That particular 
thing is made — is put in explicitly to make it possible for people 
who do not have any kind of affiliation with any other organization 
to be on the board of directors because you’ve got to be a member 
to be on the board of directors. 

Mr. Shays. But admittedly it’s a pretty small group. 

Dr. Hunsicker. It’s a small group. 

Mr. Shays. It’s a small group of people. 

Dr. Hunsicker. The large group of members are hospitals; how- 
ever, I want to reiterate that the way in which the members of the 
board of directors, which ultimately has the only operative voice, 
if you will, the only ultimate authoritative voice for UNOS, is se- 
lected by nomination by a nominating committee that represents 
the membership of the board of directors. 

Mr. Shays. How many members are part of UNOS? 

Dr. Hunsicker. What’s the number? There’s 600 members. 

Mr. Shays. Are those individuals or organizations? 

Dr. Hunsicker. No. The vast majority of the members are trans- 
plant hospitals because transplant hospitals must. The second cat- 
egory is 

Mr. Shays. So the vast majority of the transplant centers. 

Dr. Hunsicker. Yes, sir. 

Mr. Shays. Right. OK. 

Dr. Hunsicker. But the nomination to the board of directors is 
to the ones nominated by the nominating committee, so there is a 
strong element here of a self-perpetuating board. In other words, 
the members — we have to have a certain fraction of public rep- 
resentatives. We have to have certain categories. Those are in the 
contract. We cannot select people just any way we want. 

Mr. Shays. The bottom line for me, not for you, and I’m not going 
to try to convince you that I’m right on this, I’m just going to tell 
you what I think. The bottom line is this: The Federal Government 
decided that we had to have a system of encouraging donors and 
to provide for a system where we could disseminate the organs in 
the fairest and best way. We passed laws, we passed regulations, 
we gave HHS the ability to contract with UNOS, and your organi- 
zation is a very small organization. We are a country of over 260 
million people, and we’re not going to let a very small organization 
dictate every policy. We’re going to have that be through a rep- 
resentative body. Now, Mr. Barrett and I know we are not doctors 
and we’re going to stay out of the way as much as we can. We’re 
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going to allow for expertise in the Federal Government to play a 
role. Now, their role, it seems to me, right now, is to say, “We don’t 
like what we are seeing,” and let me ask you that. Should I feel 
comfortable with the existing — and we got the same message from 
the Inspector General. In fact, the report that the Inspector Gen- 
eral has he can basically take out from 7 years ago. So would it 
be your testimony before this committee that things are working 
well and that we don’t need any changes? 

Dr. Hunsicker. You have two separate pieces 

Mr. Shays. It’s not on now. 

Dr. Hunsicker. You have two separate pieces to your question. 

Mr. Shays. Let me say something to all of you. We’re going to 
go until we establish a certain point. There’s no rush in time, and 
I’m just trying to get some answers here. 

Dr. Hunsicker. There are two separate pieces to your question. 
One is are things going well, and the second is do — is there any 
need for changes. Well, I think it’s a function of what part of this 
you are talking about. I think that UNOS has done an extraor- 
dinary job. I, of course, am a biased observer here. I’m a part of 
the system. But I think we’ve come a long way in an area that has 
not ever been tackled in medicine before. 

Do I think we have reached the ultimate 

Mr. Shays. What is going well and what isn’t going well. I think 
if we can all agree where it’s working well and where it isn’t, then 
we can go to the next step. 

Dr. Hunsicker. For one, when the NOTA was passed back in 
1984, formation of any kind of transplant policy, allocation 

Mr. Shays. We had no policy. 

Dr. Hunsicker. There was none. It was all local. Like most other 
parts of medicine, it was whatever you do at your hospital is your 
policy. 

Mr. Shays. Correct. 

Dr. Hunsicker. In the interim since that time there is really in 
effect now a true national transplant policy. Dr. Yessian com- 
mented on some of the things that he felt that needed to be done 
7 years ago, and, in fact, we quite on our own, and I think to our 
great credit, have done many of those things. We agree that there 
need to be uniform listing criteria. We agree that there need to be 
urgency criteria. And these things have been done by UNOS that 
have not been done in £uiy other part of the medical area. We have 
national agreement of these things. So I think that that is a system 
that is going very well. 

Do I think that the policies we have today are the last policies 
we will have? No. I don’t think so. 

Mr. Shays. Now, I need to ask you more specifically, then I’m 
going to go to you, Mr. Barrett, in about 5 minutes here. I need 
to know, are we getting enough donors? 

Dr. Hunsicker. No. You’ve given me a chance to say something. 
One area where everybody in this field agrees, the Secretary, all 
of the members of UNOS, the ones who are unhappy with the cur- 
rent, everybody agrees that the issue is donation. 

Mr. Shays. OK. So we all agree pretty much on that issue. The 
second issue is based on your testimony. I gather from you that you 
are pretty comfortable with how we are allocating the organs, that 
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you think the system works pretty well. And I gather from both Dr. 
Fox and Dr. Yessian that we have some problems here, but I want 
to understand you first. Do you think the way we are allocating or- 
gans is working well? 

Dr. Hunsicker. I personally have my thoughts about that. We 
are evolving as an institution. I don’t want to sidestep you, Mr. 
Chairman. It’s not my intent to do that. The policies will change 
over time, and I don’t want to substitute my opinions for the opin- 
ions of the organization. 

Mr. Shays. Let me just say you are here representing the organi- 
zation, and I am going to pin you down unless you are telling me 
that the organization simply doesn’t have an opinion. 

Dr. Hunsicker. No. The organization’s opinion is that where we 
are is reasonable as a step in the direction that we need to be 
going. We need to base our decisions on hard scientific facts as best 
we can. We have looked at the scientific evidence. We have evolved 
in that direction. I don’t imagine this is the end of the road for us 
or for any group with respect to this issue. 

Mr. Shays. What I am struck with, though, is that you basically 
have used your organization to try to communicate that you don’t 
like the rules and regulations and it’s eight pages. I’m going to 
come back next round. I’m just going to tell you where I am coming 
from so you can think about it. 

Basically, I believe that since one of the key issues is getting 
enough donors, that anything that we do that discourages donors 
would not be a particularly positive thing, and so I kind of lean to- 
ward what I perceive concerns Mr. Barrett. But I then see that 
your regulations are about eight pages; correct? I mean that’s a 
first for Government. I mean usually they’re 800 pages, and they’d 
be telling you every I to dot and every T to cross. They didn’t tell 
you, it strikes me, unless I’m incorrect — let me ask this question. 
Dr. Fox, you haven’t told UNOS how large the region has to be, 
how large you have to distribute. You are still leaving that up to 
UNOS. 

Dr. Fox. That is up to the transplant community to come back 
and tell us how it should happen. 

Mr. Shays. Yes; and so I’m just going to say to you I think that 
they have done the minimum and they have left you the oppor- 
tunity to have to deal with their concern. And I’m also struck by 
the fact that you weren’t prepared to say to me quickly, “well, there 
are solutions and we should do one, two, three, four, and five,” and 
that you didn’t want to speak as an individual. But I asked you to 
speak as an organization, so I’m going to go to Mr. Barrett, but I’m 
just left with the feeling right now that the Federal Government 
said, “we’ve got to expand the area in which we donate” — excuse 
me, “in which we provide the organs.” They’re leaving it up to you, 
the private sector, through a monopoly, but the private sector, to 
debate, and I’m left mostly with your testimony you’re saying what 
you don’t like. I want to also know before this hearing is over what 
you want. So, Mr. Barrett. 

Mr. Barrett. Thank you, Mr. Chairman. 

If my wife or one of my kids, any family member or friend need- 
ed a transplant, I wouldn’t care what list they were on, I wouldn’t 
care what level they were on, I would want them to get that trans- 
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plant. And the problem that we face and the problem that you face 
is that person might get a transplant and die 2 weeks later. But 
if it were my wife or my kids or my mother, I would still want that 
transplant. I wouldn’t care. I wouldn’t care, and I hate to say that, 
but that is a family member, that’s somebody I love, and I think 
probably every person in this room probably feels the same way. 
But as you look to the greater good and where you can do the most 
good for the most amount of people, the greatest number of people, 
that is where it starts getting sticky. 

And one of the concerns that I have. Dr. Fox, looking at your tes- 
timony, you state under existing policies, for example, we cannot 
provide Americans with the current 1-year survival rates of pa- 
tients and organ grafts. We ceumot compare the performance of 
transplant programs. 

It seems to me that we are going down a road here where we are 
sa 5 dng even though we don’t know whether we are going to do the 
most good for the most amount of people or the greatest amount 
of people, we are going to take this step. And it concerns me. It 
concerns me if we are going to all of a sudden start putting those 
organs in the people who would not live past a year anyway, are 
we doing the greatest amount of good? And again. I’ll stress if it’s 
my wife or my kids, I want it anyway. But what are we doing as 
a society if that’s where we are going? And we don’t know, and, 
again, this is what concerns me. You say in your testimony we 
don’t know. 

Dr. Fox. Congressman, let me say first that we know that for 
those people that get a transplant, they generally do well, and the 
system works for those people that get a transplant. Survival rates 
are the highest even in status category I and II. 'The problem is 
that I have a cousin in California, I have a daughter in Alabama, 
I have a sister in Nashville, I live in the District of Columbia. And 
whether or not my chance or any family members of mine who are 
all over this countiy have a chance to get a transplant should be 
at least the same within the general sense if our medical conditions 
are pretty much the same. And that is what we are saying. 

The data, the data that was issued in the 1997 report was 1994 
data. And that data was pooled with data back to the late 1980’s. 
We feel that there is better information available. One of the things 
that can happen is that doctors and patients we think should know 
center-specific survival, they should know deaths on waiting list by 
facility, they should know, we should have available the public 
organ wastage, we should have the survival rates by specific setup. 

Mr. Barrett. But we do not have that, really. 

Dr. Fox. We do not have that now. And we believe that that data 
can be put out there, that it should be available and that people 
can make up their own minds. 

Mr. Barrett. But shouldn’t we be doing that first? Isn’t this just 
a crap shoot? Dr. Fox. And this is part of what we think the regula- 
tions clarify as to make that information available. But the data 
that we have available that again, and what we are asking. Con- 
gressman, is UNOS has the data as a part of the contract. Sci- 
entific Registry, and we’re asking them as they put forward what- 
ever the new ^location policy is, to use that data. 
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Mr. Barrett. So you’re saying that they have the data even 
though you don’t? 

Dr. Fox. Yes, sir. 

Mr. Barrett. OK. Dr. Hunsicker. 

Dr. Hunsicker. I actually think that there is relatively little 
trouble between UNOS and the Government with respect to the 
data. We have actually played a leading role in terms of developing 
center-specific information. We are doing what we can to shorten 
the interval between collecting the information and presenting it, 
and in fact, we have just recently taken an action at the board of 
directors level to try to shorten that substantially by 

Mr. Barrett. Let me read his statement again and ask whether 
you agree with it then. 

Dr. Hunsicker. Yes. 

Mr. Barrett. Under existing policies, for example, we cannot 
provide Americans with the current 1-year survival rates of pa- 
tients and organ grafts. We cannot compare the performance of 
transplant programs. Do you agree with that statement? 

Dr. Hunsicker. No. We can do it better than in any other area 
of medicine in the world. We can do it yet better than we are doing 
it. His concern is that the data are older than they need to be, but 
they are more current than any other analyses that have been done 
anywhere else. 

Mr. Barrett. Can you define “better?” We do it better? 

Dr. Hunsicker. Yes. I think we can shorten the time between 
collecting the information and doing the analyses by about a year, 
something we’ve already taken to do, and we do this by eliminating 
one step in the process, which is the separate validation step. This 
is a technical 

Mr. Shays. Could I ask — I’m just not clear as to your answer. He 
asked you if you agreed with the statement. You said we could do 
it better. But the issue is is the statement true or isn’t it true. 

Dr. Hunsicker. Well, ask me the statement again, because I’m 
still not sure I understand your question. 

Mr. Barrett. Under existing policies, for example, we cannot 
provide Americans with the current 1-year survival rates of pa- 
tients and organ grafts. We cannot compare the performance of 
transplant programs. 

Dr. Hunsicker. If by current you mean data that are more cur- 
rent than the 1994 report, based on the data up to 1994, we have 
not done an analysis on the data since that time. That will be part 
of the next report. If you ask can we compare centers, yes, we can 
compare centers, and that information has been available in UNOS 
since the first report, which was what, 1992, I think or something 
like that, the first one we did. 

Mr. Barrett. OK. 

Dr. Hunsicker. So I think we can compare centers. 

Mr. Barrett. All right. I’d like to go down a different road here. 
One of the concerns that has been raised to me is that we are see- 
ing an increase in the number of managed care contracts that will 
direct a patient to a particular center. 

Mr. Yessian, you raised the issue of racial minorities, which is 
an issue that concerns me greatly. I’m concerned that if we have 
a policy that allows a managed care organization to refer me to, or 
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an African-American or a poor person or an elderly person, I don’t 
care who they are, in Milwaukee to the University of Pittsburgh, 
the University of Alabama, UCLA, whatever, that is a pretty nifty 
way to weed out some people if they can’t afford to go there and 
sit. What impact does that trend have, first of all, on the under- 
served poor, and second, what is that going to do to smaller re- 
gional centers that do not have a contract with the managed care 
company? 

Mr. Yessian. I think that is a very crucial question, and I think 
we need to carefully watch the data on how things operate that 
way. I think that the differential has improved somewhat since we 
did our study, but here again, I would say that how the Organ Pro- 
curement 'Transplantation Network defines the rules that govern 
allocation can significantly influence that and can limit what kinds 
of policies apply in that way. Those rules have facilitated, have 
been responsible, I believe, somewhat in the last few years to help 
reduce the differential by virtue of the kind of point system they 
have. 

Mr. Barrett. So you read these rules to allow UNOS 

Mr. Yessian. Well, UNOS can 

Mr. Barrett [continuing]. To prohibit a managed care contract 
that would take a person out 

Mr. Yessian. No; I doubt — I don’t see how they could be that spe- 
cific. No. 

Mr. Barrett. How could it do that? And again, this is — when 
you are talking about a profit motive, when you are talking about 
incredibly expensive procedures, I think that one of the most das- 
tardly and hidden ways to control costs is to say, yes, you are on 
this list, you are on your way out of town and the family, the fam- 
ily knows they can’t go wait in another locale for a long period of 
time. And all of a sudden we are back to the pre-1984 days where 
this becomes an economic asset that few people can afford. Again, 
I want you to address what specifically in these rules will prohibit 
that from happening, and if not, what needs to be added to these 
rules to make sure that doesn’t happen. 

Mr. Yessian. The rules as I understand them would give the 
OPTN substantial flexibility in determining how the allocation 
would proceed thereby — and tracking that such that if that kind of 
unfortunate effect happened, it would be really obvious to the HHS 
and we would bring that to light. I think that that’s not a tenable 
situation. But the rules would govern allocation regardless of the 
payment source. And if the effect of those rules is to add to the dif- 
ferential, then clearly it’s not a system that is working in accord 
with the HHS policy, which is to move on a patient-based system. 
And as I read those rules, I read them carefully, they’re only eight 
pages, but they did call for bringing attention to onerous transpor- 
tation practices or other factors. As I understand it, those would be 
within the prerogative of the Organ Procurement Transplantation 
Network to address. It would not be tenable to have a system that 
would allow that kind of lack of access. 

Mr. Barrett. Again, that goes back to my concern about 
subrules and regulations. 

Mr. Yessian. Yes. 
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Mr. Barrett. And all a sudden these eight pages start balloon- 
ing. 

Dr. Fox — ^maybe I will ask any of the six of you here what is the 
trend right now, with the managed care organizations or any other 
insurance companies for that matter, what is the trend, who are 
they entering into contracts with, are they entering into contracts 
more likely with large ones, which again could ultimately have the 
impact of taking away smaller regional ones, which in the long run 
would mean that people would have to leave their communities and 
go to these larger centers, which again gets us back to pre-1984? 

Dr. Fox. I would think there’s no blanket answer to that, that 
it really depends on the part of the country you are in. Part of our 
concern in this whole issue is that right now, again depending 
where you live, and it’s certainly not true in Wisconsin because of 
the shorter waiting time, but the patients have to often go to the 
organs. Witness the man in New York who recently chartered a 
Lear jet to take him to Florida to have a transplant, and what we 
think will happen under a policy that tends to equalize waiting 
times is that hopefully the organs are going to come to the pa- 
tients, that a patient that happens to be in a small transplant cen- 
ter is more likely to get a match because there is going to be a big- 
ger pool of organs to match from. And as it is now, to turn that 
around a little bit, a managed skill organization may prohibit you, 
may prohibit you under your plan from flying you two States or 
three States over to get a transplant and because they will not 
allow that and there is no match available in your local area, you 
die. And we think that — so this, we believe, again depending upon 
how the policy is put forward by OPTN, may very well improve pa- 
tients’ chances both getting a match and being able to stay in their 
local area. 

Mr. Barrett. Dr. Hunsicker. 

Dr. Hunsicker. The different insurance companies behave dif- 
ferently. There is some consortia there. 

Mr. Shays. Louder, Doctor. 

Dr. Hunsicker. I’m sorry. Different insurance companies and 
consortia handle this issue differently. Some contract with many 
and some have a very narrow list of centers with which they deal 
in order to try to get large numbers of transplants at one center. 
The ones that do the latter do tend to draw patients away from 
their homes, and if the livers or the organs in general did follow 
those, those would tend to put at risk the local centers that might 
not be able to compete for those and that could in fact in my opin- 
ion put at risk the access to tremsplantation locally by patients ei- 
ther who could not travel or who are poor or otherwise need to get 
their care within their State. But I think that it is only fair to say 
that different insurance companies handle this issue quite dif- 
ferently. 

Mr. Barrett. Chairman Shays. 

Mr. Smolonsky. Excuse me, Mr. Barrett. I just wanted to ad- 
dress one of your points. You were concerned about possible dis- 
crimination along racial lines because of 

Mr. Barrett. A little louder. 

Mr. Smolonsky. You were concerned about possible discrimina- 
tion along racial lines because of trends in managed care. I can’t 
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address that, and I cannot tell you that we know of any specific 
discrimination that occurs in the OPTN along racial lines. But I 
can tell you that in Milwaukee if you are waiting for a liver, blacks 
wait three times as long as whites. And if you are waiting for a 
kidney, blacks wait twice as long as whites. 

Mr. Barrett. In Milwaukee. 

Mr. Smolonsky. In Milwaukee. Just in Milwaukee, not Madison. 

Mr. Barrett. And what do you attribute that to? 

Mr. Smolonsky. That is just what the raw data shows. There 
may be some explanation for that, but it is something to be con- 
cerned about. It is something to be looked at. 

Also, there are differences in the waiting times between the 
Madison transplant center and the Milwaukee transplant center. 
In Madison generally you have to wait much longer for a trans- 
plant than you do in Milwaukee, and part of that may be attrib- 
utable to the fact that you have two OPO’s here with two allocation 
regions. But these kinds of data are what needs to be explored by 
the OPTN, and the final point I wanted to make is that there’s 
been a lot of discussion here, particularly in Dr. Hunsicker’s open 
comments, about what the regulation would do. He said that the 
regulation — he has evidence, he said, that the regulation would 
cause more deaths. He has evidence, he said, that the regulation 
would cause longer waiting times. Well, he may have some evi- 
dence and we would like to see it, but the truth is, as Chairman 
Shays pointed out, it’s a minimal regulation. It prescribes no medi- 
cal decisions. It leaves all medical decisions up to the OPTN. There 
is no allocation policy in the regulation. We are asking the OPTN 
to come up with an allocation policy, and we don’t have one that 
is in place. 

Mr. Barrett. OK. Very briefly, Mr. Chairman. I agree with you 
that he made that statement. At the same time Dr. Fox made the 
following statement: The OPTN must not be so paralyzed by con- 
troversy and division that it does not act to change a system that 
is unfair to patients and that may be allowing patients to die un- 
necessarily. So I think he uses the word “may.” Maybe he uses the 
word “does,” but I think that we are seeing countercharges as to 
which policy would deny or would lead to more deaths. I am con- 
cerned, and I don’t know. Dr. Yessian, if you have any views, again 
on the rational disparity, and I would ask your office to do an up- 
date on that if you could, please, because I think that that is some- 
thing that’s, that under any standpoint can’t be acceptable. What 
is your analysis as to why we see that disparity, that racial dispar- 
ity? 

Mr. Yessian. Oh, it’s such a complicated factor, and I would cer- 
tainly not tend to sound authoritative that I have any one answer. 
In our report of 7 years ago we reviewed the various possible 
causes. Many of them are very technical and medical in nature. 
Clearly, one is the rate of donations among minorities is important, 
and the more donations you have among blacks and other minori- 
ties, the more they’re apt to find organs that will be suitable, and 
that has improved somewhat, I understand. But there’s a series of 
other factors, including income, including living style, if you will, 
including what the — and this is what generated a lot of controversy 
at the time, but the American Medical Association Council on Judi- 
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cial Ethics itself said could be subconscious bias in various ways. 
There’s no one factor here, but I think it would help to have a clear 
tracking of what is happening there and whether we’ve had 
progress, and to have that be a fair system it seems to be on a na- 
tional basis would be one where that gap closes significantly. 

Mr. Shays. Let me just say I’m prepared to go on a speck longer. 
Does the recorder need any 

The Reporter. I need to change my paper. 

Mr. Shays. OK. Just for those of you here, we are going to have 
about a 20-minute break from the first panel to the second, in part 
because we have one recorder. The one thing I’m certain of is there 
is one person in this room that is working every second and that 
is the recorder, and we’re going to make sure that she has some 
time off. And then it’s going to be my intention to go to panel II, 
and then we’re going to have a slight break for the recorder again, 
and then we are going to go and invite the audience to make com- 
ments. 

What we’re going to do, it’s basically — this isn’t for the record, so 
you don’t have to record this. 

[Discussion held off the record.] 

Mr. Shays. I’d like to just ask a few questions. The bottom line 
is we have an eight-page regulation that in my judgment allows for 
a lot of flexibility, but it does say you give way to I over III. Cor- 
rect? I mean that we have to provide — ^the ones who are in the 
greatest need are the ones that should have the first opportunity 
to get an organ; is that correct? 

Dr. Fox. Again, with the caveat, Mr. Chairman, that’s actually 
stated in the reg that there be an efficient use of the organs that 
are available. 

Mr. Shays. OK Dr. Hunsicker, do you think that is an unreason- 
able request? 

Dr. Hunsicker. Actually, I was going to quote the section from 
the thing, but you probably have it up there. 

Mr. Shays. A little louder. 

Dr. Hunsicker. I was going to quote the actual section from the 
regulations, which is to allocate organs among transplant can- 
didates in order of decreasing medical urgency status with waiting 
time used to break ties. That is an explicit part of the regulation. 

Mr. Shays. Right. 

Dr. Hunsicker. That would require us — by my reading that 
would require us to transplant the patients in the most urgent cat- 
egory first all the time, a requirement that I think is medically un- 
wise. 

Mr. Shays. OK. If you don’t mind, I would like just to 

Dr. Fox. If I could comment and then Dr. Raub. Obviously this 
is going to vary by organ, Mr. Chairman. 

Mr. Shays. Right. 

Dr. Fox. Kidneys where you have dialysis, there are rescue tech- 
niques if someone is ill. It doesn’t mean that someone can’t be at 
death’s door, but it’s going to play out we think differently as op- 
posed to livers where there is no rescue technique. So we fully an- 
ticipate that the policies are not going to be identical. 
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Dr. Raub. Mr. Chairman, just to add that the current policy is 
based on medical urgency and the regulation reinforces that, that 
idea. The regulation does, however, require that the same 

Mr. Shays. Let me ask you, the present regulation or the present 
contract? 

Dr. Raub. The regulation. 

Mr. Shays. The regulation right now on the books 

Dr. Raub. No, no. The one that has been issued here with the 
delayed 

Mr. Shays. Right. But you said, I thought you said the present 
law or something. I want to understand 

Dr. Raub. This regulation. What you’re addressing. 

Mr. Shays. Yes. It has not yet been implemented. 

Dr. Raub. Correct. 

Mr. Shays. But it has a comment period, but it will be imple- 
mented. It’s not a potential rule, it is the rule. 

Dr. Raub. And that was why I was referring to it as the regula- 
tion. It endorses the current principle of medical urgency in the al- 
location. 

Mr. Shays. So it is a current principle but not a regulation? I 
just want to understand. 

Dr. Raub. Yes. 

Dr. Fox. The current policy, the current UNOS policy is medical 
urgency that is applied now. It’s just applied witWn a local area, 
so that is the current policy of the OPTN. 

Mr. Shays. All right. OK. 

Dr. Hunsicker. Could I comment on that? 

Mr. Shays. Let me just make sure, any other comment? 

Dr. Raub. Well, where I was going with that point, Mr. Chair- 
man, is that the regulation that you are now considering does not 
even go so far as to require that the same four current categories 
in the policy be continued. That is there is 1, 2A, 2B and 3. It 
leaves the discretion to the transplant community in coming back 
with its proposal to, among other things, assess whether more or 
fewer categories. 

Mr. Shays. Now, this is a rule that would take effect in about 
60 days from now? 

Dr. Fox. Thirty days. 

Mr. Shays. About 30 days. 

Dr. Fox. It was 30 days after the end of comment period, which 
was 60 days. So from the date of publication it would take affect 
in 90 days. 

Mr. Shays. Right. OK. And the bottom line is that then UNOS 
comes back and says this is what we think lives up to the spirit 
of the regulation and you would then be able to respond and say 
yes, it does or doesn’t? 

Dr. Fox. Yes, sir. 

Dr. Raub. And that was my point, Mr. Chairman, that the regu- 
lation calls for a proposal to come back addressing these principles. 

Mr. Shays. God works in strange and mysterious ways here. 

OK. Yes. 

Dr. Hunsicker. What I wanted to say about the issue of the cur- 
rent policy is that the current policy has grown up in the setting 
of extensive computer modeling of what the outcome is in terms of 
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allocations. The current policy does assign the organ within a local 
region to the most seriously ill or the patient in the most serious 
category but is still capable of benefiting. But it was recognized 
that if the sharing areas were widely changed, that that would lead 
to a much larger fraction of patients being transplanted in this 
most severe category, and that was one of the major reasons why 
the group chose not to go down that route. There could be other 
ways of approaching this. 

Mr. Shays. I’m missing your point. Since this is your point, make 
it again. 

Dr. Hunsicker. Yes. The point is that the current policies do in 
fact locally allocate the organ to the most severe category, but it 
does that in the understanding of what the overall distribution is 
amongst patients in the most severe category and the lesser severe 
categories. Changing to a much larger list, irrespective of exactly 
how that is defined, will change 

Mr. Shays. Determined by your organization, by the way. 

Dr. Hunsicker. Which we would presumably determine based on 
what he said. That’s — I don’t want to get into that issue right here. 
That’s not relevant for the moment. 

Mr. Shays. With all due respect, it is very relevant. 

Dr. Hunsicker. OK. The issue 

Mr. Shays. And it may be oif the point you want to make 
and 

Dr. Hunsicker. Yes; that’s what I meant. Off the point. 

Mr. Shays. I don’t mean to distract you. Make your point. I’m 
sorry. 

Dr. Hunsicker. The point is that if we go in fact with a policy 
that requires transplanting uniformly, the patients in the most se- 
vere category first, in a very wide or a much wider sharing area, 
the consequence will be to shift the fraction of patients in the dif- 
ferent severity areas, something that the community looked at and 
believed was unwise. So it’s the two pieces together. It’s the shar- 
ing area and the sickest first or the most severe category first that 
determines the distribution of patients. 

Mr. Shays. Thank you. Let me just tell you the two other areas 
I want to get to. It is surprising to me that statistics are not avail- 
able on a current basis, and I really want to ask you. Dr. Fox, what 
took 13 years to get HHS to ask UNOS to provide better docu- 
mentation? 

Dr. Fox. Well, one, this has been an evolutionary process, as 
we’ve already mentioned, that the congressional intent has changed 
over time and as recently as 1990, 1990, there was specific lan- 
guage charging the Department to look at a national system that 
was equitable to patients. I think that is the exact language. The 
NPRM was issued in 1994. This is a tremendously complicated 
issue as I think everybody, I think that’s another thing that every- 
body would agree on. There are very few things that we probably 
all would agree on, but I think that is one of the others in addition 
to donation. And there’s been a lot of discussion both within the 
Department and outside the Department. We had hearings, there 
was public input in 1994, again in 1996. The OPTN was moving 
toward some different allocation policies in liver in 1996 and that 
did not happen, and it’s a combination of the fact that we have had 
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a lot of deliberation on what would be the best approach. And we 
think we have come down, quite frankly, Mr. Chairman, as a result 
of the time and tremendous amount of attention that this has re- 
ceived in and outside of the Department to the best approach we 
could take, and I think that is why we are here with eight pages 
today because of its relevance of specifying allocation policy in regs 
because it is something that will change over time. It is some- 
thing — 

Mr. Shays. Well, you’re going a little beyond. You’re trying to 
make another point. I just wanted to know about the statistics 
themselves. The bottom line to me is that — ^You want to make a 
comment. Doctor? 

Dr. Fox. I’m sorry. I thought you alluded to the regulation, not 
the statistics. 

Mr. Shays. No. I’m sorry. I didn’t make it as clear as I should 
have. It seems to me it’s taken a heck of a long time to ask UNOS 
to provide statistics that are a little more reliable. 

Dr. Fox. Let met defer to Bill but just to say that we’ve — there’s 
been a lot of discussion within the Department with UNOS over 
the years about trying to get data, and this has been a very prob- 
lematic area for us, for the Department. 

Mr. Shays. This would be one thing that our committee will real- 
ly address because this should be a no-brainer. 

Dr. Raub. I would make two points, Mr. Chairman. One is in 
hindsight, it would have been desirable to move earlier in terms of 
getting this kind of information, but also this is part of a larger 
trend with respect to medicine of putting more emphasis on getting 
timely, accurate information for patients and their physicians rath- 
er than imposing Government requirements of volumes of trans- 
plants or particular outcomes, and as we were developing this regu- 
lation, it seemed to us that information 

Mr. Shays. Just lower your mic a little bit. It picks up at the top 
rather than the bottom. 

Dr. Raub. It seems to us that information, timely, accurate, cen- 
ter specific, was the best thing we could do for the community of 
patients and their referring physicians. Under the current policies, 
the center-specific information is available every 3 years, and it’s 
3 years old when it comes out. The performance goal in the regula- 
tion is that it come out every 6 months and be no more than 6 
months old when it comes out. 

Mr. Shays. Let me ask you, that seems reasonable. Dr. 
Hunsicker. You should be able to provide that data within 6 
months; is that 

Dr. Hunsicker. The providing the analysis within 6 months ac- 
tually is a bit of a push. This actually is my area of medical spe- 
cialization, if you will. You will understand that if you are going 
to collect data on a patient, on patients let’s say in the calendar 
year 1994, the patient hasn’t even been transplanted until the end 
of 1994, let’s say, so you’ve got then some of those patients are al- 
ready a year out of date. You then want 1-year followup. You’re al- 
ready a second year out of date. You then have to get the data 
through the system and get the analyses done. That gives you a 
total of about another year, and that is about the state-of-the-art. 
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There is no group that turns around their data faster in this re- 
spect than UNOS. 

Now, I agree with HHS that we can shorten that time, and we 
have in fact just done that or made that step in that direction at 
the UNOS board meeting by agreeing to delete a separate data val- 
idation step, and that should speed up the turnaround by a year. 
I don’t think that there is a substantial disagreement in the intent 
of the data issues between HHS and UNOS. I would say that doing 
it every 6 months on a center-specific risk-adjusted basis would be 
quite an undertaking. 

Mr. Shays. Do the rules say 6 months or do they say — OK. 

Dr. Hunsicker. It’s — the rules say that they should be updated 
every 6 months, but they don’t say exactly what 

Mr. Shays. What update means. 

Dr. Hunsicker. Well, or what pieces. And so 

Mr. Shays. There’s a little bit of flexibility in dialog. 

Dr. Hunsicker. Yes; I don’t think that’s an area of real dispute. 

Mr. Shays. Well, there’s one area that’s not for real dispute, and 
we haven’t even gotten into this, and it’s the whole issue of how 
we increase the number of donors. 

Dr. Hunsicker. I agree with you. We don’t have much dispute 
on this. 

Mr. Shays. And I will say that in the end that whatever regula- 
tion is adopted, excuse me, if this rule goes through, however the 
rule is implemented, it better do something to encourage more do- 
nors rather than less. I’m a little confused by your comment on. Dr. 
Fox, on page 5 of your statement. Maybe it’s relating to something 
else. The Department estimates the number of donors nationwide 
could increase by 20 percent within 2 years of the publication of 
the final rule. What inherently is in there in your rule to increase 
the number of donors? 

Dr. Fox. OK. We’re alluding to the hospitals, the conditions of 
participation. 

Mr. Shays. The other rule. 

Dr. Fox. Right, the other rule. They’re tandem, they’re not the 
same rule, but they were issued 

Mr. Shays. Fair enough. 

Dr. Fox. And in Pennsylvania there’s actually more than a 20- 
percent increase. They have done it as a State law. So we think 
that that will really help nationwide. It’s not the only thing we 
need to do, but it certainly will have a significant impact. 

Mr. Shays. And that’s your Department’s contribution on how we 
could increase 

Dr. Fox. It’s one — actually there was initiative that was lodged 
by the administration by the Vice President back in December. We 
are partnering with AMA, with the Coalition on Donation, with 
black churches, with the bar association, with a number of different 
groups, professional and public, trying to look at ways we can both 
increase the visibility. 'There’s been a lot of work done with Federal 
employees as well, and so there’s a lot that’s happening in that 
area. We think there’s not any one thing that we need to do on do- 
nation, it’s probably a whole series of things of which the condi- 
tions of participation will have a significant impact, but we need 
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to do more than that, and it may have a broad initiative that’s al- 
ready underway. 

Mr. Shays. I always make my staff uneasy when I say this, but 
that may be another hearing just on how we do increase the num- 
ber of donors. I realize they relate to this, but I’m basically done 
other than allowing you. Dr. Hunsicker, or Mr. Graham to respond, 
and then do you have something Mr. Graham? 

Mr. Graham. I would, if I could, I would like to come back to a 
point that we were talking about earlier. 

Mr. Shays. Not about donors? 

Mr. Graham. No. 

Mr. Shays. OK. I do want to make sure — I’ll let you come back. 
I just want to understand UNOS’ suggestions on how we increase 
the number of donors. Not in great depth. I just want to know 

Dr. Hunsicker. Ve^ briefly, UNOS supports pretty strongly the 
other set of rules which have to do with increasing donation. We 
have no problems there. The concern we have with respect to this 
set of rules we are looking at today is that if the impact were to 
reduce the number of local transplant organizations, that the sec- 
ondary consequence of that is likely to be a decrease in donations. 
The reason for that is that every time we have seen a transplant 
center open we have seen the rate of donation increasing. We be- 
lieve that the presence of transplantation in a community, what 
size I don’t know, is important to motivating the awareness of the 
citizens about organ transplantation and donation and that losing 
local transplant centers would have a very adverse effect on dona- 
tion. 

Mr. Shays. Let me just come back to you just to pursue this. I 
mean would there be a consensus. Dr. Yessian or Dr. Fox, that 
local transplant centers do have a role in increasing the number of 
donors? 

Dr. Fox. I would say they do, along with all transplant centers, 
but all organizations. The problem is basically the people don’t 
think about donating, or they do think about it and as I have, put 
it on their driver’s license, but they don’t tell their family, so that 
when something happens, a surgeon may be hesitant to take the 
organs because the family doesn’t consent, so there’s a role there. 
There’s definitely a role, and we support that. 

Mr. Shays. Yes. 

Dr. Raub. I think we have to be very careful, though, with the 
notion that the motivation for donation is essentially geared for or- 
gans going locally. 

Mr. Shays. You say motivation is essentially what? 

Dr. Raub. Geared to organs that are donated being used locally. 
UNOS’ own data through commissioned studies has not shown that 
to be the case. Let me also say on that point that we’re in an area 
here that has an exemplary record in terms of organ donation. I 
think few, if any, exceed what is being accomplished in this area. 

Mr. Shays. Right. In Milwaukee. 

Dr. Raub. In Milwaukee and in Wisconsin generally, I believe. 
And maybe, and we have made the point in the past, too, that more 
attention can be focused on holding organ procurement organiza- 
tions around the country accountable for their performance so that 
some are clearly lagging, why is that, and should they continue to 
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be Medicare certified. And maybe we can do more in learning from 
the Wisconsin situation that can help the performance of others. 

And I point out in that regard, too, one of the things we noticed, 
you mentioned on the black/white issue before, and I don’t know if 
this has improved, but as simple as it may sound, one of the rea- 
sons it seemed that there weren’t as many black donations were 
that few organ procurement organizations had black procurement 
coordinators. Hopefully that’s improved significantly. 

Mr. Shays. Bottom line, about 50 percent of all transplants are 
paid for by the Federal Government one way or the other? 

Dr. Fox. Close to that. 

Mr. Shays. Yes. Let me say to you I’m going to go to Mr. Barrett, 
and then I’ll make my comments, but you have the fioor. 

Mr. Barrett. Oh, thank you. 

With respect to the other rule, was that issued as a final rule or 
proposed final rule? 

Dr. Fox. Proposed. It’s proposed for public comment. 

Mr. Barrett. I have to acknowledge that and, Mr. Yessian, 
maybe I’ll ask you first, how unusual — ^maybe this does not fall 
under the purview of the Inspector General, but we have here a 
final rule that has been promulgated. In the other case we have a 
proposed final rule. What significance do you read into that? 

Mr. Yessian. I’m not sure that I read any. I don’t know. 'This 
proposed rule, the final rule here, that we are talking about here 
today to me has been something that’s had a long gestation so 
that 

Mr. Barrett. How unusual is it for an agency to issue a final 
rule as opposed to a proposed final rule? 

Mr. Yessian. I would defer to Dr. Fox on that. 

Dr. Raub. The final rule that you’re considering falls on a pro- 
posal. 

Mr. Barrett. A proposed final rule? 

Dr. Raub. No. Yes. A notice of proposed rulemaking is the official 
term. 

Mr. Barrett. A proposed final rule? 

Dr. Raub. Well, that’s not the term, sir. 

Mr. Barrett. OK. Well, what is — compare and contrast what’s 
done and — ^we’ve got two rules here. I want to know the 

Mr. Smolonsky. Excuse me, Mr. Barrett, but if I may, there ac- 
tually is no difference in the process between the two rules. Both 
of them have started out as an NPRM. The hospital conditions of 
participation reg is in the NPRM status now. The second reg is 
now in the final status pursuant to being in an NPRM status. So 
as far as we are concerned, there’s absolutely no difference in the 
process between the two rules. I’m just talking about process. Obvi- 
ously there is difference in content. 

Mr. Barrett. So you are saying that they are identical? 

Mr. Smolonsky. In terms of process, yes. 

Mr. Shays. The bottom line is the proposed rule can be changed. 
This rule will not be changed. There is a distinct difference. 

Dr. Fox. Well, this rule is issued with a 60-day comment period 
and I think it’s the intent of the Department, and correct me if I’m 
wrong, but that during this comment period, even though this is 
a final rule, that if there are compelling reasons to change or mod- 
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ify this rule, that the Department has expressed an unwillingness 
to do so. 

Mr. Shays. So the bottom line is that I can almost make an as- 
sumption it has almost the sense of a proposed rule. The bottom 
line is you have the legal ability to go with this rule without 
change and move it along quicker, but you are making the point — 
I’m sorry to interrupt. You’re making the point that you have an 
open mind to changing the rule if you think there is merit to it. 

Dr. Fox. The dilemma is this, Mr. Chairman: The proposed rule- 
making that this rule went through earlier, there was a prolonged 
comment period. We’re down to final rule now. What we want to 
do is get this rule out, get it into effect and get going with it, but 
there is a provision issued, and the way this rule was issued, even 
though it was issued as a final rule, that, one, there can be a com- 
ment period, but the Department also can, it can go with the rule 
as written, but if there’s a sense of desperation that there are com- 
pelling reasons, we can also change that rule, make modifications 
in it prior to it going into place. 

Mr. Barrett. OK. Again, I’m going to apologize for following up 
on this, but I want to make sure I understand it. Has there been 
between — or has there ever been opportunity for this language to 
be commented on by the — this language to be commented on by the 
public prior to this final decision? 

Dr. Fox. The major provisions of this rule were published in 
1994, and there was public comment during that time and again 
in 1996. 

Mr. Barrett. Dr. Hunsicker, do you agree with that? 

Dr. Hunsicker. I believe that there is some significant parts of 
this rule that have come out that were not in the prior period. 

Mr. Barrett. Specifically what? 

Mr. Shays. Please speak a little louder. 

Dr. Hunsicker. I’m sorry. I believe that there are some parts of 
the present rule which were not contained in the prior proposed, 
notice of proposed rulemaking that are really the, some of the 
areas 

Mr. Barrett. The geography? 

Dr. Hunsicker. The issue of a specific statement about the sick- 
est patients first and the geography. 

Mr. Barrett. Was the geography in the 1994? 

Mr. Smolonsky. Mr. Barrett, Congressman Barrett, if I may, 
they were both issued, both rules were issued 

Mr. Barrett. Was the geography in the 1994 rule? 

Mr. Smolonsky. Mention of geography and the allocation issue 
was mentioned in the 1994 NPRM. 

Mr. Barrett. In the same way that it’s mentioned here? 

Mr. Smolonsky. No. But whenever you issue an NPRM and it’s 
out for public comment, the final rule can change in response to 
that comment. 

Mr. Barrett. I think you understand what my concern is. I don’t 
want the Department pulling a fast one on this one. 

Mr. Smolonsky. Well, it’s not a fast one. In fact, we have bent 
over — we have done something unusual in the opposite direction 
with this rule. We have allowed an additional 60-day public com- 
ment period, which we do not usually do. We have allowed a 30- 
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day delayed efFective date to the final rule which we do not usually 
do. And we have taken the extraordinary step of saying that if any- 
thing, if we learn anything during the comment period, we will 
delay the effective rule even further. So we’re not only not trying 
to pull a fast one, we are doing the exact opposite. We are trying 
to go as slow as possible to achieve as much consensus as possible. 
We have responded at every turn I think to outcries of unfairness, 
and if there is anything we have done in this process, it’s been to 
be fair and open. And I think our record would stand on that. 

Mr. Graham. Mr. Barrett. Could I comment on that question? 

Mr. Barrett. Yes. 

Mr. Graham. From UNOS’ perspective looking back at the pro- 
posed rule and comparing it to what we are seeing today, we are 
seeing a fairly significant change in how it plays out. And that goes 
back to something I wanted to say earlier, and that is that we have 
been operating under a contract with HHS. HHS has been over- 
seeing the activities of the OPTN through that contract for the last 
11 years. We went through an elaborate process in which we evalu- 
ated over 100 different organ allocation proposals and put them 
through the modeling system that Dr. Hunsicker described earlier 
to evaluate their relative merits. This was done by the entire trans- 
plant community. At the same time that the proposed rules were 
being published — those proposed rules were published with what 
we understood to be that the Department would receive the rec- 
ommendations from the community and determine whether or not 
to accept those. These rules have a fundamentally different ap- 
proach. It is that the Department has decided what the rules 
should be in general and have given general guidance and then the 
OPTN has to make a proposal and they will determine, the Depart- 
ment will determine whether to accept those or whether to issue 
rules that the Department might develop. And that’s a fundamen- 
tally different change in how the whole process was seen to be done 
in the notice of public rulemaking before. 

Mr. Barrett. OK. I think probably the best way for us to pro- 
ceed is if the Department could simply get us copies of the 1994 
and 1996 proposals and we can look 

Mr. Smolonsky. Yes. Someone actually — someone just has hand- 
ed me, I will admit it’s a selected page from 

Mr. Shays. A little louder. 

Mr. Smolonsky. Someone just handed me a selected page from 
the NPRM from 1994, but I will read you one section which in dis- 
cussing changes in policies says that some policies intended to 
maximize transplant outcomes and based on sound scientific data 
may have adverse implications for one ethnic group in particular 
or for residents of particular geographic areas. So we definitely 
sounded the alarm in 1994 that we were concerned about geo- 
graphic inequities. 

Mr. Barrett. OK. I’m just about done, Mr. Chairman. 

Mr. Shays. Sure. 

Mr. Barrett. One of the concerns that has been raised, and that 
I think there is also agreement on is the criteria for placing people 
on different levels. My understanding is that along with these rules 
or the interim rules is that no one who is on a list right now will 
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be essentially bumped. Have we rewarded medical centers who 
have inappropriately put people on lists by doing that? 

Dr. Fox. Well, I think that the way we would like to think about 
it, Mr. Barrett, is that we have protected and not adversely im- 
pacted people that because of timing might be impacted otherwise. 
And we feel it’s appropriate to have a grandfather provision. That 
is really what this is. It can be of length determined by the OPTN. 
We’ve not said how long that grandfather provision should apply. 
We’ve not said exactly how the grandfather provision should be put 
in place, but we’ve not even mandated that for all organs there be 
a grandfather provision. We’ve left that up to the OPTN. And I 
think again we’ve applied a principle that we think protects people 
that are on the list now but not said how to do that and left that 
up to the transplant community. 

Mr. Barrett. Do you see that as a problem. Dr. Hunsicker? 

Dr. Hunsicker. I don’t believe that there’s any substantial dis- 
agreement between the Secretary and ourselves with respect to 
listing criteria or severity criteria. We actually were the ones that, 
how shall I say, developed this idea. It was largely an idea that 
came from the community 

Mr. Barrett. I understand. That’s not my question. My question 
is 

Dr. Hunsicker. We have no problem with those parts of 

Mr. Barrett. OK. And, again, that is not my question either. My 
question is, and maybe I’m wrong here, that there is an interim, 
there’s an interim period 

Dr. Hunsicker. Yes, there is an interim transition 

Mr. Barrett. And if I’m a smart transplant center. I’m going to 
have that baby backed up to 2020 with people who are on my list. 

Dr. Hunsicker. Is there the potential for doing that? I suppose. 
I don’t know. I don’t like to put myself into the heads of other peo- 
ple. Are the interests of the patients protected? Yes. The rule that 
it has here has the mechanisms in it so that we can protect the 
interests of patients that are currently listed. I don’t know that 
that again directly answers your question. 

Dr. Fox. Congressman, if I could just also add one other point. 
It was the individuals on the list on the date the regulation was 
published, so it doesn’t continue on. 

Mr. Barrett. Right. I guess that’s why 

Dr. Fox. It’s a point, specific point in time. 

Mr. Barrett. I understand that. 

Dr. Fox. Yes, sir. 

Mr. Barrett. OK. Thank you. Mr. Chairman. 

Mr. Shays. I’d like to thank this panel. I know that a number 
of you, if not all of you, don’t live in Milwaukee and you came here 
and it’s important that we be here rather than in Washington, I 
think, for this hearing. And I’m really happy we came. I find this 
issue more intriguing than I imagined. I honestly don’t think that 
our differences are as great as some may feel. I think that an eight- 
page regulation gives UNOS a lot of flexibility. And I have this one 
remaining concern that whatever regulation is implemented that it 
not discourage donors, so that is an issue that we will be looking 
at as well, but I think all of you have been very candid with us 
and told us what you believe, and it’s been extraordinarily helpful. 
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So I am grateful that you all came. And I will say to you that, I 
will say to the audience that we are going to adjourn for a half 
hour. We will start promptly — and Congress is capable of being 
prompt. 

Mr. Barrett. When there’s two of us. 

Mr. Shays. We will start promptly at 5 of, in fact maybe a few 
minutes before because it’s not yet 25 after, and I don’t envision 
that we will ask as many questions of our next panel because I 
think that we are here more to listen to their testimony. And then 
we will get into the audience who wants to participate. And the 
rules again for that will be we’ll have a microphone for the third 
panel. We will invite you to speak. We will have a few stand up 
in line. When you are done you will give your name and address 
for the recorder. And we will go from there. So we stand at recess 
until no later than 5 of and maybe a few minutes before. 

[Recess.] 

Mr. Shays. I’d like to call this hearing to order and to announce 
our witnesses for the second panel. It’s Susan Heitman, the mother 
of a 13-year-old cystic fibrosis patient who died in December 1997, 
while awaiting a lung transplant. Patricia Aschbacher, who re- 
ceived a liver transplant. Patricia Hodgson, a donor family rep- 
resentative. Paul Volek. Am I saying your name correctly? Director, 
Wisconsin Donor Network. Anthony D’Alessandro. 

Dr. D’Alessandro. D’Alessandro. 

Mr. Shays. D’Alessandro. I’m sorry. Dr. D’Alessandro. 

Dr. D’Alessandro. That’s correct. 

Mr. Shays. Excuse me. A transplant surgeon. Robyn Shapiro, di- 
rector of Center for Bioethics of Medical College of Wisconsin. And 
John Fung, director, Starzl Transplant Center. Am I saying that 
correctly? 

Dr. Fung. Yes. 

Mr. Shays. University of Pittsburgh Medical Center. 

It’s wonderful to have you all here. We will now swear you in, 
and then we will, I think, just go down the row. Is that basically 
how you lined them up? 

If you would all stand, please, and raise your right hands. 

[Witnesses sworn.] 

Mr. Shays. Thank you. The record will note that everyone has 
responded in the affirmative. Now, we’re going to try to accommo- 
date the media to some extent. I think they have a microphone 
that projects as well, but is this the one that we 

Voice. Yes. 

Mr. Shays. And let me just see if that’s — can you just talk 

Voice. Yes. 

Mr. Shays. Are you hearing back there? OK. 

Voice. A little louder, please. 

Mr. Shays. Yes. We will be a little louder. She hasn’t said any- 
thing yet. But if you can’t hear — ^Ms. Heitman, it’s wonderful to 
have you here, and I know you are here as a mother who lost her 
child, and I particularly thank you for your willingness to testify. 
It’s very important we hear your testimony. Thank you for being 
here. 
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STATEMENTS OF SUSAN HEITMAN, MOTHER OF 13-YEAR-OLD 
CYSTIC FIBROSIS PATIENT WHO DIED IN DECEMBER 1997 
WHILE AWAITING A LUNG TRANSPLANT; PATRICIA 
ASCHBACHER, LIVER TRANSPLANT RECIPIENT; PATRICIA 
HODGSON, ORGAN DONOR FAMILY REPRESENTATIVE; PAUL 
VOLEK, DIRECTOR, WISCONSIN DONOR NETWORK; ANTHONY 
D’ALESSANDRO, M.D., TRANSPLANT SURGEON, UNIVERSITY 
OF WISCONSIN-MADISON; ROBYN SHAPIRO, J.D., DIRECTOR, 
CENTER FOR BIOETHICS, MEDICAL COLLEGE OF WISCON- 
SIN; AND JOHN FUNG, M.D., DIRECTOR, STARZL TRANS- 
PLANT CENTER, UNIVERSITY OF PITTSBURGH MEDICAL 
CENTER 

Ms. Heitman. Thank you. Thank you. 

Thank you for the opportunity to share my son’s journey. 

Mr. Shays. Let me just say that I’m going to require you hold 
it up even closer. I’m sorry. It makes it a little more difficult. 

Ms. Heitman. My name is Susan Heitman. My son Nathaniel 
Benjamin was a 13-year-old. He died due to complications of cystic 
fibrosis. 

Mr. Shays. OK, I’m going to have you start over again. I’m hav- 
ing a few people raise their hands. It’s important we hear your tes- 
timony. I’m going to ask — there seems to be a little movement here. 
We’re going to just quiet down a bit. Is the other mic — no, that’s 
the mic, but it just doesn’t project as well as we’d like. We need 

you to hold it almost like this and 

Ms. Heitman. Like this? 

Mr. Shays. And then you also need to talk a little louder. Your 
testimony is very important and we’d love people to hear it. You 
can start all over again. 

Ms. Heitman. Thank you for the opportunity to share my son’s 
journey. My name is Susan Heitman. My son Nathaniel Benjamin 
was a 13-year-old. He died due to complications of cystic fibrosis 
while awaiting a lung transplant. 

In March 1997, we were told that Nathaniel was a candidate for 
a transplant. He had been getting sicker more frequently and was 
requiring higher oxygen. 

After the initial shock I began to plow through the insurance 
maze. Nathaniel’s primary pediatrician assured me that if the 
transplant was medically necessary, the insurance would cover it. 
The insurance company was not that clear. They offered us a num- 
ber of options during the next 4 months. 

One option was to move to Pennsylvania, North Carolina, or Mis- 
souri as each of these States had facilities that had performed more 
lung transplants than Children’s Hospital of Wisconsin. 'That would 
mean that I would have to quit my job, lose the insurance coverage, 
as I was the carrier, and split my family up for 1 to 2 years. This 
was not possible. So we entered into the process of review. We met 
with the medical director of the insurance company. He appeared 
to share our concern regarding our son’s health. He led us to be- 
lieve that the insurance company would cover the procedure, but 
that we should go to the hospital that had the most transplants, 
the best possible care in our State. At this time we were offered 
the option of going to the University Hospitals in Madison. He pro- 
moted their “Service of Excellence” as the place to go. As we ex- 
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plored Madison, we discovered they had not done a lung transplant 
on a child. This “Service of Excellence” was a title that did not nec- 
essarily mean superior care for my child. It appeared to be a money 
link. 

The Madison evaluation was scheduled and done on July 7. After 
brief introductions the doctor told me that Nathaniel was not a 
candidate for their facility. He made soft remarks about him not 
being a good candidate and he added that Nathaniel did not need 
a transplant at that time and therefore would not be listed. As this 
option was dissolving, we waited anxiously for the medical director 
of the insurance company to contact us. We left numerous mes- 
sages. We needed a summaiy of the Madison visit so that we could 
pursue the final option, which was the Title 19-Katie Beckett in- 
surance. 

The next hurdle was incredible. The medical director would not 
release this document. He conveyed we needed to write a letter to 
absolve the company from further responsibilities regarding Na- 
thaniel’s care. He gave us specific information and what to have in 
the letter and told us to fax it to him. Again, we were compliant 
with this request. 

I thought I would then get the information that we needed to 
proceed; however, the medical director stated that he would not be 
able to get us this paperwork for a number of days. I felt as if Na- 
thaniel was a pawn in a game and the game was all about who 
would get stuck with the financial responsibility. The insurance 
company appeared to make sure that it was not going to be them. 
We were finally able to get a copy of the evaluation after I con- 
tacted our attorney. 

I want to impress upon you that families who are suffering with 
a loved one who has a chronic illness do not have great stores of 
energy. This entire saga was a great struggle for the family. 

We then completed the comprehension application process for the 
Katie Beckett-Title 19 coverage and Nathaniel was listed on this 
program as of July 18. 

The autumn proved to be a difficult time for him. Nathaniel was 
hospitalized four times in 3 months. In October, we were told that 
he would be considered for a transplant sooner than originally esti- 
mated. We were issued a beeper. Nathaniel had contracted a bac- 
terial sepsis. He had high blood sugars and his kidneys were not 
functioning properly. After much prayer we decided not to place 
Nathaniel on a ventilator. We continued to hold on to the hope that 
he would be blessed with a miracle. We were told that if he had 
3 days of negative cultures, he would continue to be considered for 
the lung transplant. My husband and I were told nonverbally that 
we didn’t need to worry about the availability of an organ. When 
Nathaniel needed one, there would be one available. 

Nathaniel did respond to the treatment. Unfortunately, he went 
into kidney failure and contracted another sepsis, this time of a 
fungal origin. Again, we were told that he was still a candidate for 
a lung transplant if he again would have 3 days of negative cul- 
tures. This did not happen. Nathaniel’s condition worsened and he 
died at 5:30 on Sunday, December 7. 

I think that the insurance company should work with us and for 
us in funding the organ transplants. The 4 months in this case 
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might not have made a difference for Nathaniel, but it brought our 
family unnecessary stress and anxiety. Transplants are a risk and 
necessitate difficult decisions for both patients and families. How- 
ever, they are a reality of todays medical technology. 

As my story indicates, there are many hardships involved beyond 
procurement and distribution of organs. Please remember to focus 
on what is best for the patient and their family. Thank you. 

Mr. Shays. Thank you, Ms. Heitman. When was Nathaniel born? 

Ms. Heitman. In 1984, when all of these things started with 

Mr. Shays. Yes. 

Ms. Heitman [continuing]. Decisions for transplants. Thank you. 

[The prepared statement of Ms. Heitman follows:] 
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numk you for (he oppoctualv to share my son's journey. 

My Btme is Susan Hdtman, my son, Nathaniel Benjamin was a 13 year old He died December 7, 1997 
due to complicatloos ofCyadc Flbrods while awaiting a hing transplant 

My son demonsaaied a lot of courage each day of his life. Each day he toletated three boun of 
treatment When hospitalized, that niunbcr could doable. 

i hope (hat I can offer you a piece of his courage in a dear bshlon so you may have a ^Umpse into the 
life chaDenges he met 

Our stoty consists of a review of events that occsned horn March of 1997 tfarongb Nathaniel’s deadt The 
focus is on the hurdles that we were fbtoed to go thiou^ as a result of ou insniance mandates. I win share 
the emotloaal component that tty fitmfly enduied and offer a pha to slmpU^ die process, alow the physldaiis, 
medical teams and funlUes tnahe duloBa Mease rememba to bcus on what is fbr the patient 

In Marchof 1997, we were told Nathaniel was a oadidatefbi a lung (ranqilanL He had been getting 
sicker more frequcndy and his oxygen requiretnmits were increasing. 

After the initial shock, I began to plow through the insurance maze. My polity did not list lung 
transplants as a ooveted benefit, however, Nathaniel's primaiy pediatrician assured me that if the 
transplant was medkaSy neocssaiy, the Insniance would cover It The insurance company was not that 
dear. They oflieted us a uumher of optlous duclng the next 4 months. 

OptioD 1 :a£cept their feet (hat hmg transplants an expeiimenia] and ahnys flawed. Do not consider 
this treatment option. Essentially, go away and don’t come back. 

Option 2: move to Pennsylvania. Noith Carolina or Missouri as each of these stales had bdUties diat 
had performed oooie lung bansplants than ChildteD's Hospital of WL Tills would mean that I would have 
ID quit my job, lose the insurance, as I was die caiilei andspUtny femfly up for 1-2 years. This bizarre 
opdon was provided after the admlnisiiatlan became aware that we were not going away and that we 
knew that the oansplani was not experimentaL 

Neither opdon was acceptable. 

We entered iniD a pmees of review. We met with the medical dheemt of the tasmanoe oompary. He appeared 
o share our ooneem re. our sons health. He led us a> bedeue dial the Insurance compaiy would oovez die 
pcoaeduR hue that we should gi m the hospital that would provide ns wilh the best possDde rare In the state At 
this tboc the medkal direcav aSeied us opto 3. (he Ualnisty Hospital in Madlsoa He prommed didr "Servioe of 
ExoAenae'. It sounded great we would not have to rekxate, spin the feml^ up and would he aHe m draw on our 
sodal supports. This positive fedlng lasted eva w briefly. As we es^lored Madtaon, we discovered day had not 
done a lu% uansplant on a child. TUs "Service of Exidence' was a dlic that did not mean supcrloT ore bi ny 
chiU. K appeared m be a monqr Gnk. The medical dlreciot told us we must complete a seooDd oplnkn In Madison. 

On Ia|y 7, 1997, Nalhaoid and 1 drove to Madison. Nathaniel was most upset He did not want to go 
through moie tests or medical evaluailoas. He had been In the hospital on nnmerous occasioiu. He did not 
want to go thiDngh more to please the Insuranoe company. He was corafortahle with the C.F. team at 
Children's HospiiaL He tiustd these people as a result of his 12 year hlstoiy with thenz The CF team at 
ChUdreo's Hospital were acuity awaie of Nathaniel's strengths and UmiiatloDS. They knew an of us and 
as a result we were able to commuokalewidl together. NaibanklwasnnaMetDundetsiauidwIiyhehadto 
go through MORE. Nadianid was unatde to compidend the impottanoe of the coverage, Thank God. 1 was 
compliant and literally begged him to endure this day. My son needed the transplanL I wanted the 
nsurance company to provide coverage, t wanted ny ton to survive, I wimednyfemlhr to survive. 
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vve airlved In Madison. Tbe oon-inviuhe appointmeot ijiiid^y tumcd IntD a painful, heait wrenching 
cxpoleaoe. Oui Insunnce picwlded case nianaga; wbom I had oob’ spdon 10 on die phooe, laombed me that 
Nathanld veould not have to endue aqy paloAil piDoedaies. She ^ted we would have lung fbnoions and speak 
with the doooc I had in turn sold Nalhaaid dlls plaa He BiulEd me, I had never Ued to him. And herewe were. 

In a strange jdaoe with somebody poklog him whh a tuge needle In hls atm, trying unsuooessfully to obtain an 
anerial blood gasi lUa was veqr iraumadiMhe (edinidan did not piqiaie Nathaniel vertially or physically. The 
tedmldan was nnable to access the atieor, I can stD see the needle bibbing back and forth hi tv son’s arm, I can 
stm see the tears running down bis dieeks. In the bachgcound, another technician was standing bdibid me 
saying “Who wants this tcarisptant aayw^‘ the lone was satomdi; oandesoendlog and cold. 

Somehow, Nathaniel was able to pub streoglb from hb soul to complete lung functions before being 
seen by the doctor. 

After brief Introductions, the doctor told me that Narhaniel was not a fandlrtate for thdr facility. He 
made soft remailu about him not being a ‘good* candidate. The doom also oonvt)«d Nathaniel bad 
oripnlania that were realaianc m andbkitlc treatment. TUs news was quite upsetting I had not heard this 
before. He added that Nathaniel did not need a transplant at that lime, and therefore would not be listed. 

I needed to Investtgale the InfonnaUon r^aiding resistance. I alao had to keep my wits about me 
regarding the message that Nathaniel did not need a transplant at that time. I knew this, the waUng list 
for lungs can be 1-2 years. The whole point of going thtoi^ the evaluailoo was uaoeaipt to be ready 
when be was In need, it la oommon knowledge re^iiiling listing anyone for any ttansijant that there are 
no guarantees to health, condirknu can Improve or dedlne rapl^. 

The CF team at Childten's had sent Nathaniel's cultures to Columbia to make sure he did not have a 
reslsanoe Issue. Unfortunately, die phyaidan in Madlaon did not review this study. 

I want you 10 understand the tmponanoe of having oondnofty of cart. We were blessed to wDik with a 
group of professionals that knew my child and taied for him In a hoBatic manna The CP team was 
connected to our fomlly, as ihqy becDme connecied m al CF Ikmilies due to the chronic namte of the disease. 

At that point, I knew then that 1 oould not trust the insurance company. It became dev that the 
medfoal dlr^r did nor plan on following through with authorizing Narbanid'S BantplanL My heart was 
being pleroed. We had battled for 4 aundis to get id the point of bebig allowed m gs to Madison for the 
seoond opinion at their ‘Servioe of Ebicellenoe*. The medical diteemr had told ua thv theli 'service of 
exodleiice' was the place to go for tbe best treaimenL Due to my oompUanoe and desire to play by die 
rules. 4 months that Nathanld oould have been on the wahSng list was wasted. My peicepUDn of reallQr 
was that Madison had never tran^Ianted a dilU and they wanted to have a perfect flist candldale. My tun 
was not a perfect candidate, but to td us that he had reslatanc organlanu and dun his lungs were good 
enough were unprofesslooal statements to share wBh me. 

As option 3 was dissolving, we waited anxiously for the medical director of the lusvaooc compacy to 
conaa us. We left numerous messages. We needed a summary of the Madison vbit. 1 felc pcessved to get 
this documentso we could pursue option 4: the Kade Bedwtt-Tlde 19 program. 

The next hurdle was incredible. The medical director would not release this document. He oonvqyed we 
needed to write a lette to absolve the company from ftutha rtsponaiblUties regvdlng Nathaniel’s care. He 
gave us specific htformation id Indude in this letta and told us to FAX it to him. Again, we were compliant 
I diougbt we would then get the Informatkin we needed to proceed. But there wv more game to be played. 
The medical director stated be would not be aHe to get us the paperwork for a numba of days. 

The entire event was emotionally ebarged, however, this drama was most snessfiiL The energy 
required to contend with dally medical cue and 'regular' bfo responsibilities was minimal. We had done 
evening the insurance company had dictated. Time was passing. Out goal to have cm son listed for a 

fran<n1anr nnt a ivaNtv 
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I felt as if Nathaniel was a pawn in a game. And the game was all ahont who would get studL with the 
Rnandal responsibillv. The Insurance company made sure it was not going to be them. 

We were able to get a copy of the evaluation after I had contacted our attorney. Again, I want to 
impress upon you that femUcs with a loved one su&eiiog from a dironlc illness do not have great stores 
of energy. This entire saga was a struggle. I am grateful to the family love and support that we had. We 
needed that support to proceed with the Insunnce battle. 

A sodal wDifcer at Children's Hospital was hdpfUl in asdsdng us In the comprehensive appUcadon pmoess to 
the Katie Bedielt/IUe 19 aoverage.Nathanid was accepted Into this progiam and listed Inly 18, 1997 at 
Oiildren'a Hospital of WL Kade Bedkea Ude 19 would covet expenses. God Bless. 

Once listed, Nathaniel bad to endure preparatory slnna surgery In an attempt to keep his Initgs as 
healthy as pos^le befete and after nnapluL 

The autumn proved to be a diSIcult dme to him. Nathaniel was hospUallaed 4 times in 3 moodis. In 
October he was told that he would be considered for transplant sooner t^ originally estimated. We were 
Issued a beeper. 

It was most dlCBcnlt to know what questions to ask about the transplam. we were Issued a rou^ draft of a 
booklet mgardlng the procedure. Nathaniel began working with a psyttologist in preparation to the surgoy. 

The family was always hopeful rtiar Nathaniel would be a successful transplant recipient We made 
tentative plans to family and friends to make meals, help care to my other son, etc. so things would be 
as organized as possible when the transplant would cake place. 

Nathaniel would have a few good days after a hosplBlization and then he would begio to have Increased 
fatigue and shormess of breaih. He was hospitalized bi the final dme on November 21, 1997. He was 
admitted dirough the eineigeD^ room and then quickly nansfetied to the intensive cate unit We weie told 
to decide whether or not to pot our son, Nathaniel, on a ventSaiot Feat anxieo', and grief suimiindcd us. 

Nathaniel had contracted a bacterial sepsis. He had hl^ Mood sug^s and his kidneys were not 
ftmedoning properly. After much prayer, we decided not to place Nathaniel on a ventllatot We continued to 
hold on to the hope that he vrauld be blessed with a mitade. 

We were told that if he had } dgys of negative cultures^ he would continue to be a candidate fera lung 
tiaasplant My husband and I were told non-verbafty, that we didn't need to wotiy about the avallabiliiy of 
an organ, when Nathaniel needed one, there would be one avalkdtle. At the dme. I was so grateful 1 did 
not understand what had cbaiiged in the listing pocess, but I was feeUng as if ptayers were being 
answered. 1 held rightly to this powerful message. Natbanld did respond to the treatmem. unfortunately, 
he went into kidney E^nie aad contracted another sepals, this time of a fungal origin. 

Again, we were told that he was stfll a candidate for transplant, but he had to again have 3 days of 
negative cultures. This did not happen. Nathaniel's condirion worsened, and he died u 5:30am on Sunday, 
December 7. 1997. 

The whole point behind this tesrimony is that insuranoe companies should work with and to us 
towards ftindl^ ot^ transplancs. The 4 months wasted In this case might not have made the difference 
to Nathaniel. But It bron^i our family uniieceasaiy stress and anxlely. TtansplanB are a risk and 
necessiute dlfiEkmlt decisions to both the patients and femiUes. ThQ: are also a reality of todays medical 
technology. As this stocy indtcaies, theie ore many hardships Involved beyond procaiement and 
dlsmbudon of organs. Please remember to focus on what Is best for the patlem and fiunlUes. 
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Mr. Shays. I’m going to — Ms. Aschbacher, I’m going to ask you 
to hold the mic. I’m sorry. You really have to almost put it like an 
inch away from your mouth. Why don’t you take it off the platform. 
The platform can get out of your way there a little bit. Take your 
time to get set. I’m going to ask you to really speak up. OK? Thank 
you. 

Ms. Aschbacher. Thank you for inviting me to this hearing. I 
am happy to share my story. My name is Pat Aschbacher. In April 
1975, I had a hysterectomy and during surgery, I needed a blood 
transfusion. I became very sick 5 weeks later and was hospitalized 
at that time for 2 weeks. I was told that I had hepatitis. In 1983, 
my doctor told me that my hepatitis was now called non A, non B. 

Mr. Shays. Called C. 

Ms. Aschbacher. Pardon? 

Mr. Shays. Called C. 

Ms. Aschbacher. Not yet, sir. 

In 1990, my disease was renamed Hepatitis C. And it was deter- 
mined that because of my liver problems, cirrhosis, portal hyper- 
tension, varices in the esophagus and ascites, I would need a liver 
transplant. My doctor referred me to the hepatologist at Froedtert 
Hospital, and in January 1991, I was evaluated for a liver trans- 
plant. 

After 17 years of struggling with Hepatitis C, I was put on a 
liver transplant waiting list in 1992. It was a difficult decision that 
I initially resisted. I thought that I would just try to live that way. 
But when my doctor said, “Pat, I’m afraid we are going to lose 
you,” I knew that I had much to lose as well — my family. On Au- 
gust 21, only 16 days after being listed, and only a few days shy 
of my 65th birthday, I received a call that a liver with my blood 
type had been donated, and I received a transplant. For bVz years 
now, I have had a wonderfully normal life. 

I know this hearing is about waiting and allocation. I waited 16 
days and I understand that many others have waited longer, but 
when you are faced with death, 1 day can be an eternity. On Au- 
gust 21, 1992, I was not the sickest person in the country, but like 
every other recipient on the day of my transplant, I was the 
luckiest and most grateful person in the country. 

I love my husband, Jim. He is my greatest supporter. This July, 
we will celebrate our 50th wedding anniversary. We have four ter- 
rific kids and seven beautiful grandchildren. In May, we will see 
our granddaughter get married. At the time of my transplant, my 
husband was retired from a 37-year career at Harnischfeger. Our 
health care coverage would have enabled me to go to other trans- 
plant centers, but I was happy with the high quality transplant 
center here. I would never have considered relocating for my trans- 
plant. The financial and emotional cost to my family would have 
been overwhelming. 

I have been very blessed and want to give back to my commu- 
nity. My husband and I give time to organ donor awareness 
projects in our area with the Wisconsin Donor Network. We distrib- 
ute posters and information and I talk at health fairs, churches, 
and hospitals. In fact, my donor, Donnie, was a patient at St. 
Mary’s Hospital in Racine. I have gone there twice with the donor 
network to share my experience with the ICU nurses that cared for 
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him. In our own way, every day, I know that my family and I do 
something to promote the benefits of donation and transplant. Un- 
fortunately, there is still a long way to go to increase organ dona- 
tion. 

Some time ago when I was talking about donation at a health 
fair, a woman commented that she would like to donate anything 
she could to save someone’s life, but she would never donate her 
liver. She said she wouldn’t want to help someone who had ruined 
their health because of drinking and those patients didn’t deserve 
a transplant. That really hurt me. 

I calmly explained that I had gotten a liver transplant because 
of a disease that I had acquired through no fault of my own. After 
a few minutes of sharing my story, she apologized and told me I 
had changed her mind. But that incident still bothers me. I felt 
that I had been judged badly because I had a liver disease. There 
are some who may think that organs shouldn’t go to alcoholics, or 
to people who are almost 65 years old, or to people without the best 
insurance. What really makes me angry is any talk about who is 
worthy to be transplanted. My doctors determined I had a very 
good chance of success with a transplant and they were right. 

Tragically, donor organs are scarce. Until there are enough or- 
gans available for transplant, recipients and patients will have to 
endure discussion of who is most worthy. All of us are worthy, but 
all of us won’t make it until the organ shortage is solved. Won’t you 
please help to do what you can? 

I could not end my testimony without telling you about the event 
that has touched my heart the most. Over the years I had written 
letters of thanks to my donor family. They don’t live far away. In 
December, my prayers were answered and I received a letter from 
my donor’s sister. Donnie’s mother and his sister have come to our 
home twice since then and we phone and send notes. I am very 
grateful to them. They have become a second family to me. 

I am grateful to God, my donor Donnie and his family, and to 
the doctors, nurses, and transplant coordinators at Froedtert Hos- 
pital. I am grateful for this indescribably wonderful gift that I have 
been given. Thank you. 

Mr. Shays. Thank you very much. 

Ms. Hodgson. Now, we have — that mic is an amplifying mic, I be- 
lieve, so let’s pull it out and let’s see. Yeah. You just need to put 
it real close to you. 

Ms. Hodgson. Can you hear me OK? 

Mr. Shays. We hear you great. 

Ms. Hodgson. I thought you would. 

Thank you for this opportunity to submit testimony to this com- 
mittee on behalf of all donor families. It is given in special loving 
memory of my late husband, Jim, and all who have given the ulti- 
mate gift of love, the gift of life, through organ donation. 

My name is Patricia Hodgson. I am a registered nurse with 121/2 
years experience in critical care. I’m also a former EMT. That is 
an emergency medical technician. 

Death can be sudden or painfully slow. It can be expected or it 
can be the worst of surprises. I am familiar with death and dying 
and grieving families. 
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At 10 p.m., March 30, 1992, as I was about to leave for work I 
found my 37-year-old husband, Jim, semiconscious, slumped in his 
favorite chair in front of the television. After cursory assessment, 
I established that he had suffered some neurological catastrophe. 
My son helped me lift his limp body to the floor while my daughter 
dialed 911. 

Upon arrival in the emergency room, I informed the nurse that 
I was pretty certain of this outcome. I told him Jim was a potential 
organ donor and that everything should be done to put him on life 
support. After valiant or in spite of valiant efforts by the neuro- 
surgeon to stop the cerebral hemorrhage he had suffered, Jim was 
placed on life support. Throughout the night his two young chil- 
dren, his other family members and friends said their goodbyes. 
And I held fast to our mutual decision throughout our 5-year mar- 
riage that he would become an organ donor. 

The next morning after Jim was declared brain dead, I was intro- 
duced to my procurement coordinator, Don. He compassionately 
and patiently answered all my questions and explained the dona- 
tion process. He said that it takes a while to match organs and 
waiting recipients in need, to alert those patients and the trans- 
plant teams and to get the recovery teams in place. One by one he 
asked if I would donate his corneas. I said yes. His heart. Yes. His 
kidneys. Yes. His pancreas, liver, and bones. Yes. Yes. Yes. I signed 
the papers. 

Mr. Shays. Take your time. 

Ms. Hodgson. I didn’t ask or care if Jim’s organs went north, 
south, east, or west or stayed in Wisconsin. My intent was that 
someone was to be given a chance to live. Because of Jim, two peo- 
ple can now see. A 23-year-old man who received one of his kidneys 
now doesn’t need dialysis three times a week. Three other people 
in their twenties received his pancreas, his liver, and his other Idd- 
ney. His heart now beats in the chest of another man named Jim, 
who has been able to walk his daughter down the aisle and see his 
grandchildren. 

Donor families give without strings attached. We place our trust 
in medicine to make the right choice. Obviously that would be to 
the sickest patient or actually the one who has the best chance of 
recovery with this very precious resource. 

In my experience as a nurse, I have observed that doctors differ 
in their opinions. Although they have the same facts, five cardiolo- 
gists may look at one electrocardiogram and come away with five 
different interpretations. 

A patient who has undergone bypass surgery may be managed 
one way by his cardiologist and another way by his cardiac sur- 
geon. This can produce a rather significant conflict. I know. I have 
been in the middle of it. They both want what is best for their pa- 
tient. 

My point here is to identify the probability that in some trans- 
plant centers, the patient who is from out of State may be placed 
higher on the waiting list because he is hospitalized. Another pa- 
tient who may be sicker but capable of being managed medic^ly 
at home, under the direction of a physician may be placed lower 
on the list. Remaining at home with the support of family and 
friends certainly lowers the cost of medical care. In addition, it low- 
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ers the risk of infections they can get through hospitalization and 
depression due to separation and waiting, risks which certainly 
have an adverse effect on the transplantation outcome. What we all 
must agree on here today is there is a shortage of organs for the 
ever-growing population that requires them. 

Advanced techniques in preservation and transportation of or- 
gans across the country and the precision of transplant experts are 
useless without the organs. 

I suggest education for the promotion of organ donation as the 
starting point in this maelstrom. It belongs in the curriculum for 
medical school, nursing school, taught in — I have taught it in high 
school. And the list goes on. I have seen organ donation advertised 
on billboards, in newspapers and on TV here in Milwaukee. What 
about buses? What about shopping carts? What about radio spots 
during rush hour? Since my husband’s death I have crusaded in his 
honor to promote organ donation by speaking for the Wisconsin 
Donor Network. I’ve spoken to nurses, clergy, doctors, morticians, 
EMTs, and the general public. ’Through lectures, seminars, media 
appearances, and dissemination of literature I’ve tried to raise 
awareness of the importance of organ donation. Last year our Gov- 
ernor honored recent donor families with a special ceremony at the 
capitol. I was privileged to represent them as their speaker. One 
by one they walked up to receive an engraved metal, some tear- 
fully, most with pictures of their loved ones in hand. They were all 
such brave, courageous miracle workers. 

Personally for me, and I know I speak for other donor families, 
organ donation has been beneficial in the grieving process. It gives 
us some small sense of control. It helps us fulfill our loved ones’ 
very last wishes, and it helps us make the best out of the worst 
situation. 

We need organs. We are spending all this time and money travel- 
ing. Traveling here and then back to Washington and still talking. 
People are dying. People will be grieving while you are all still 
tallung. 

As a donor wife I would urge this committee, rather beg this 
committee to spend an equal amount of time and money on a pro- 
gram to promote organ donation. We are all part of this shortage. 
Demand definitely is exceeding supply. This comes first. If we had 
more organs, we wouldn’t have to change our allocation practices. 

I challenge everyone present. Have you signed your driver’s li- 
cense? Have you filled out a uniform donor card? If the answer is 
no, you have no business being here today. Thank you for this op- 
portunity to speak. 

[The prepared statement of Ms. Hodgson follows:] 
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Thtnk you tD for this oppoftunity to snboih lestimoDjr to thii Conuniaee on bahatf of all donor 
fimilies. It ii given is special lovisg meoiory of my late hwband, Jim, and all who bava given 

ibe uldmaM gift of lov* - the gtAoriiTe - tbraugh organ deflation. 

My name is Patricia Hodpoa I am a cegiatered none with I2K yion experianee in eritieal care 
and I am a fatner BMT. 

Deathcanbefuddenof painfully alow, csqiocted or the wont of taapriiaa. I am familiar with 
daadi and grieving fhmlliea. 

At 10 p-m. on Match 10, 1992, jujt before I left tor walk. 1 found my 37 year old huabaod, Jhn, 
aeni-coueious, ihanpad in Ua tovoite chair in fiont of the TV. Altar canory aaaatament, I 
eatabliriied that he had aufieredaome neurological calaatiophc. My ion helped me lift hia limp 
body to the floor, while my daughter dialed 911. 

Upon arrival in the emergency room, 1 informed the nurae that I wia pretty certain of wfaat Ibe 
expected outcome would be tor my Jim. I told Inm thet Jim wea a potaatial organ donor and 
alter valiant effoiti by the ncuraaurgeon to atop the maasive cctebial hemoiihnga he had 
aufiered, Jim waa ptoeed on life auppoct. 

Throughout the night, ce his 2 young childien, other tomily member! end fiieoda aeid their good' 
byee, 1 held bat to our raiauel deeiaion througboul our Bve year marriage thet we would be organ 
dOMta. 


The next motniiig after Jim was declared faraia dead. I wee Initoduoed to my proemment 
eoofdinttor, Don. He compesakniately and patiently enewered my queatioae and explained the 
donodoo ptoeeaa. He acid that it takea awhile to match oigaaa with wniting teeipicola in need, to 
alert those petienti aod tranapioot teema end diipetch roeovfty taeou. Oneby OBe.beiikedifI 
wanted to donate hia corneas - ‘yea:" hia heart - "yea;" hia kidnaya - "yee;" his liver, pancreas 
and bones - ‘yea!" "year “yea!" 1 signed the p^n. 


I 
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I didnl ulc or caic if Jim's oiguu went aoclb, south, aasi, west or stayed here in Wieconeui. My 
intent ms that someone was to be given another chance to live. Because of Jhn, two people can 
now see. A 23 yev ok) man who receivod one ofhia Iddneys no loof er needs dialysis after three 
years. Three other people in their twenties teceived ins other kidney, his liver and his panetcas. 
His heart now beats in the chest of another man named Jim, who has sines walked his daughter 
down the aisle and bos lived to sec his grandchitdicn. 

Donor fttmiUes give without strings attached. We place our trust in medicine to make the beat 
choice. Obviously that would be not only to the wckeet patient; but, dta padent who has the bttt 
efannee of raoovery with this veiy precious itsouroe. 

In my experience as a nurse, Tve observed thst doctors differ in their opinioos. Although they 
have the lame fhets, frve cardiologists could review one electrocardiogram and might have five 
slightly diffoent interpretations. 

Bum spedalisti may estimate percentage and degree of buma just a bit diffeiendy. Though they 
all agree a patient needs skin grafts - ifs t questions of how much or bow soon or for how long a 
period of time. A patient who has undergone bypass sugety may be managed one way by his 
cardiologist; with a differing approach from the caidioc surgeon. This can produce aignifient 
conflict, (I know, fve been in the middle of it) but they both wont whaf s beet for their peaienL 

My point beie is to idcntily the probobiliiy, that in some transplant centcia, the pattern who it 

from out of state, may be placed higher on a waiUng Use because he's admitted to die hcepiwl. 
Another patient, who may be truly sicker but capebte of being managed medically in hit home, 
under the direction of a physician and home care professionals may be placed fewer on the 
waiting list Remaming at home with the support of family and ftiends ceitainly lowers the cost 
of medical cate. In addition, it lowers the risk of Doeooonual infection and depieosion due to 
•epantioa and waiting - risks which may have an adverse effect on the traaiplanimion oatocme. 


2 
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What wv all rauat agree on here today ia that there la a eboftasa of organa fer the ever growing 
popuJatjon that icquiret them. 

Advanced teciiniquea in pieaervatico and trtnaportation of organa actoaa die county, aod the 
praeiaion oftraniplantation cxncita. are uaeteaa without organa. 

I auggeal education for the promotion of organ donatioD aa the atarting point in thie maelstrom. 

It bekinga in the curriculum for medical school aod nursing acbool - Fve taught in high school. 
IiElude it in training for emergency medical acrvicca, fire and police milling and baaie training 
for the armed lervicee. Make it a part of driver'a education and part of lleenaeipplioatioiia for 
hunthig and fishing, fve seen organ donor awareneas ada on TV, hillhoatda and fat newipapen in 
Milwaukae. Why not on buaaa or grocery oarta? Radio clots during niah hour? 

Since my hioband'a dea th , I have crusaded in hie honcr to pcoinole organ donation by sptaldiig 
for the Wisoonain Donor Network. My audieneea vary; regiaMed nonea, M.D.'s, elatgy, 
emergency medical aervioea, morticiaiia, high achoola aid the general public. Through lecturce, 
neodoaci, media appennoea and diaoemination of iitereture, Pve nied to niao oweronaas of iho 
impoitaooe of organ donation. 

Last year, Oovemar Tommy Thnmpaon honoted rooent donor familias with a apaeial caremony 
at the capltol. 1 was privileged to tepreaem them as a fpeokcr. It wia with groat honor, awo and 
a penonal uuderatanding of their kne that I watched eech surviving btnily (almoet 200) aome 
leaifliUy, many widi poitraita of their loved ones in baud, walk up and loootvc an engraved modal 
fioffl our Oovonior. They were all luch brave, eouragoous miracle woikaia. 

Four moodia bom now, Augual 8, will mark die introduction of the organ and tinue donation 
stamp which eocoutagra you to "ehara your life". We can all become pen of the ciueede to raiee 
the visibility of thia critical health cate Issue. 


J 
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PenontUy, for me • itxl I know I speek foi the oltxT (knot Guniliet - organ donation bu been 
beneficul in the grieving proceai. It penniti u> to fulfill our loved ones' last wiahea, it gives us 
some sense of oonuol and, it allows us to make Ibe beet of the very wont of ntualioos. 

W|j)gDl oigaasi We^ic spending all this time and nonay. Tiareling here - then back to 
Washington or whoever to talk some nrare. People an dyingl People will be grieving while 
you're still talldngl 

As a donor wife, I would uige this Committee - no, 1 beg dne Committee to spend an equal 
amount of tiine and money on programs to promote oigin donation. We aie all part of this 
ihoftnge. Damand cxeoad i aupply. This comes SnL If w« had enough organa available, we 
wonldnt need to change allocation practiees. 

I ebtUenge emyone present; Have you signed your drivo'i license or a uniform donor card? 
Has your fkmlty? If the answer is no, you have no business being hen. 

I thank tha Committee for the opportunity to testily today. 
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Mr. Shays. Mr. Volek. 

Mr. Volek. Mr. Chairman, Congressman Barrett, I’m Paul 
Volek, director of the Wisconsin Donor Network, a division of 
Froedtert Memorial Lutheran Hospital. I’d like to thank you for the 
opportunity to provide testimony before this committee regarding 
the impact of the recent changes in organ allocation policy proposed 
by the Department of Health and Human Services. 

Wisconsin has a tradition of excellence in organ procurement and 
transplantation. Both the Wisconsin Donor Network and the Uni- 
versity of Wisconsin OPO rank among the top OPO’s in the country 
and are leaders in every measure of OPO performance. Our success 
is directly attributable to the relationships we have maintained 
both with our health care providers and our local communities. Our 
mission is to extend the benefits of transplantation to our commu- 
nity through increasing the availability of transplantable organs 
and tissues. To this end we’ve achieved a high degree of success. 
For calendar year 1997, the HCFA OPO performance report ranked 
University of Wisconsin OPO and the Wisconsin Donor Network 
No. 1 and 3 respectively for organs recovered and transplanted per 
million population. 

By design and regulation, OPO’s are constituent based. Our 
boards are composed of public members and represent recipients, 
donor families and the general public residing in our service area. 
Each transplant center is represented on our board as well as other 
physicians from our community. The purpose of this structure spec- 
ified under section 37 1 of the Public Health Service Act is to ensure 
the OPO is responsive to the unique needs of its community. This 
structure flows directly from the historical precedent for utilizing 
locally procured organs for transplantation into local recipients. 
This closed loop of donating to benefit the community has been a 
consistent theme in Wisconsin for over 25 years, and I believe this 
accounts for our success in organ donation. 

HHS should be commended for breaking the log jam which has 
prevented publication of rules governing the OPTN. Although we 
disagree with the decision to publish these rules in the final form 
without significant opportunity for public comment, we are pleased 
that the voluntary rules which have governed the OP'TN will now 
carry the weight of Federal regulation. On the issue of organ allo- 
cation policy, however, we have a mixed reaction. 

The adoption of minimum listing criteria and uniform criteria for 
assigning patients and status are consistent with efforts currently 
underway by the United Network for Organ Sharing. 

Unfortunately, the third element of the regulations in question 
today goes directly to and attacks the very heart of our program. 
The redistribution of organs away from Wisconsin so as to osten- 
sibly benefit the sickest patients seems to satisfy a business agenda 
of a few transplant centers which have encouraged unlimited 
growth in their waiting list ’til they’ve outstripped the capacity of 
their community to meet their organ needs. Unfortunately, in the 
competition for local organs, local residents are frequently the ones 
disadvantaged by waiting lists heavily populated with out-of-area 
patients, many of whom could be transplanted quicker and with 
better outcomes in their home community. One might suggest the 
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issue is as much a misallocation of patients as it is an issue of 
organ allocation. 

Of concern in our area is the plight of the indigent patient or 
those patients who lack mobility and rely on access to a local pro- 
vider. Over the past 3 years, 52 percent of the liver transplants, 
of our liver transplant recipients had their medical care paid 
through Medicaid or Medicare programs. Today these patients are 
well served. Double or quadruple waiting times and the cost bur- 
dens of extended periods of transplant, medical — pre-transplant 
medical management, increased acuity and comorbidity will fall 
squarely on the shoulders of the taxpayers. 

We recently commissioned a Wisconsin public opinion pole to as- 
sist preferences for organ allocation; 82 percent of respondents af- 
firmed the view that their organs should go to the sickest patients 
first, but only when the threat of death was eminent. Among pa- 
tients who are equally sick, 56 percent of Wisconsin residents felt 
preference should be given to patients at Wisconsin hospitals and 
32 percent were undecided. lA^en asked who should make deci- 
sions about who receives organs, the overwhelming majority of resi- 
dents, 76 percent, say that the decision should be left to organ do- 
nation and transplant professionals. Only 1.3 percent felt decisions 
should be made by the Federal Government. 

Organ donation exists in an environment of trust. Trust on the 
part of families and care providers that we will be faithful stewards 
of this precious gift. When we speak to families at the time of great 
loss, we try to assure them this gift will save the life or improve 
the quality of life of someone in their community. 

Organ transplantation is not a foreign concept in Wisconsin. 
We’ve followed the growth of this life-saving technology and are im- 
mensely proud of our outstanding program. On an intellectual 
level, we know the value of organ donation is realized wherever the 
gift is used. However, the decision to donate is an emotional one, 
and when families agree to permit donation, they’re often giving to 
their friends and neighbors in need. Based on the findings of our 
public opinion poll, we believe the act of passing over local recipi- 
ents so as to achieve some level of national equity may have a det- 
rimental impact on donation and lead care providers and the public 
to adopt a more ambivalent attitude toward this important issue. 

If a fraction of the resources and public attention which has been 
devoted to furthering changes in our current allocation policies 
were themselves allocated to improving local OPO performance in 
those very communities with the longest waiting times, much of 
the immediacy of the organ shortage in those areas would be di- 
minished. 

On one hand we’re pleased that the Secretary has finally issued 
OPTN regulations. On the other hand, we see a decision to radi- 
cally depart from the system which has successfully supported one 
of the fastest evolving areas of medical technology. This short- 
sighted approach to addressing a highly complex issue and the cre- 
ation of policy in the absence of any consideration of the impact 
this will have on patients, providers and the communities they rep- 
resent is an example of the worst kind of policymaking. 
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We genuinely appreciate the interest of this committee, the inter- 
est this committee has taken in this issue and respectfully request 
that you exercise your influence in support of the majority of trans- 
plant patients in our country. Thank you for your consideration. 

[The prepared statement of Mr. Volek follows:] 
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TESIIMOI^ BEVORE THK HUMAN USOORCB8 SUBCOMMmiK 
April 1.1998 
Ptali.Vol«k.M.PJl. 

VueoHia Doeor Network 
MDwaAse, Wltsonas 

Mr. duinm, Concicunun Bwtott, I would lik* to liiuk you for the opportnoity to 
provide teitiffloay before the Hnmea Renurcet Subeommiltee regitdiiig the ""pwv of 
foe recent efamgee in orgea enocatioo poUey propoeed by the Depoflment of Health enl 
Hutnan Services. I am Paul Volek, Director oftheWlseonaiii Donor Network, a division 
of Fioedtatt Memorial Lufoetan Hospital loeated in Milwaukee, Wiaoooein. The 
Wiacoosin Donor Netwotk ia the organ pneutament organization (OPO) deaigriated by 
the Health Cere Finanoe Adminiaiiatioa to serve foe 2.2 miOioapenona taaldiag m 
soDtheaaleni Witoooiia WDNreppocIsIlireettaasplaiitoeoUnandlaafflliattdwifoJg 
local hospitals. 

Wiacoosin hu a tradilioo of exceileooe in organ p ro c i a e m ent aid traraplaalataOD. Both 
the Wisconsin Duoor Netwotk and the Unrvenity of Witeonsia OPO tank antoog foe top 
OPOi in the country end ere leeden in every measure of OPO perfonnaDcc. Oursucceii 
is directly alttlbuiabk Ui the reletioariilpa wa have malnteined with both ow health care 
providers end our local oonununitics. Our miaelon ie to extend the ben efta of 
traitiplantation to our community through isercasing foe availBbilily of traosplantahle 
organs snd tissues. To this end, we have achieved a high degree of auceeta. Par calendar 
year 1997, the HCFA OPO Peifonnaaoe Rsport tankad tha Uoiv. of Wiaeonain OPO and 
Wisconsin DotMr Network numbers 1 and } napeciivcly, for otgaiu lacovcied and 
ttansplanied per million pupulitioc ia the Uaitod SWas. 

By design - and regulation - OPOs se constituGal based. Our Boards mw cetnpceed of 
pubHe membert, snd represent recipiento, donor fomihea and the geoecal pobljc iwhog 
in our service area, bach OacipUm center Is tcpioeeoled en foe Boeni, as well w other 
physicians from our communiiy. The putpoic of this structure, epeci&cd under Section 
371 of the Public Health Service Act, ie to enwra that the OPO lersepooBve to the 
unique needs of its community. This atractuic flows directly fiom the historical 
precedent for utilizing locally piDcured for transpUataKoii into local reeipiaits. 
This closed loop, of AmeKrig to benefit the community, bee been a comiatent tfasene in 
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WuoMMiii tot trm tw«nly-fivc yttn lod I beliew Moonoh ht our w ecuw in orpm 
dooatian. 

ThcDeiuilaeMofHeaiifaaail HumtoSorvioeoihouldboeaamtadadferbfMkingtlie 
log jui wUcfe bM laevonlud publioolioa of rale* •oraraleg tm OPTN. AUheugh m 
dingne with A* dacUon to puUiih <bcM ral** in final fen whfaout tlgBi6cant 
oppoctuaily tbc pubik comrecot, viu ou pt*«*d 1 li*t ibaMoliatay nil** which hive 
govunwd dw OPTN will now cmy the weight of ■ Mml ■cgalidoik On the ime of 
•Uoealioe policy, however, we have a mixed iceolioii. 

The adaption of minimum listing criteria, asamnisg they a* dakaslblc and provide 
opportunity fbr excepcioas on te basij of a phyticiaifi eliaical judgment idative to an 
individual paticDtt medical condition, Ucoosisteat with aflbiwcuriaiitlyundarwiy 
through Ih* (Jotted Nacwoik (or Ofgmi Sharing. TlMaeeiilttiadMNildHmhacteaatothe 
tranaptant Mitiog list to those padcots who are in ganuiae aeed of tmepiaea father than 
inilattaig dia Uat with pntieata with progroariva organ fhOiR who 019 not be luitablc 
cawfidMa at the amnient, bnt will acertaa wailing tinie priority through early listing. 

Uniform criteria for assigning pmienta to the appropriits cUoicsl sistus is equally 
importaai end hei been impletaanled by UNOS. Rcgioiial Review Boerde currently 
oondnet doenmcatatiori reviews to veriiy the ^ ip wp ri m aem of psdsnt aaa ignment to the 
highest stitus'i. 

Unfortinmely, the third elameat of the rtgnlaliooa in question lodiy goes dinedy to, aM 
sttseki the veiy hemt of ow program. The rodiatribuiiao of oigns awqy ftom Wisconsin 
ao « to oaMOdbiy benefit the *siekem ’patients, esn b* psicsivtd to sitisfy dis h om n em 
agsadn Of I Ibw nniplant oenicn wtueb htv« sQcouagsd unlinaitsd growth In their 
waitmi list tUl they have omwillipeil the eepseily of Ihsir mnsnnnity to msol their organ 
needs. TUi stlusiion is oi a oe t helBd when theae lists sts hss«3y pnpnlmnd with out-of- 
trea psitsms, many of whom could be transpisnled quicker sad with batter nutooma* in 
tfasir horns eonununily. UnfortiaiBidy, in the congistilion for local organs, local nddetils 
lie dequendy dM ones disadvuntigod. ChNmightsugssrithiUheiiiiielaaatniiebi 
ffilMlloomlon of patients as an issue of organ alloostioa. 

Of concern in our area is the pli^ of the indigent ps tient , or tfaoae pslienta who lack 
mobility and Kly on aooess to a tocaiprovldar. One the past three yems, 52H of out 


2 



93 


liver MaspUairadpieaa had ibciriMdkeiempiidAroughfteMedicddorMedicaic 
pragiene. Today tbeaepetientf ire MUMratd. Double or qoadnylelliairwahingtiiaee 
•nd the cost butdco of extended poriodi of pieHnaiplem BMdIcal manesemcie, lacicued 
tcmty end oo-moifaidiy blliiqueMly «a the in peyen riloulden. SlfBltaily, 
JeoperdndiigibefiiiaiieitlTiiUtilyof loedprognDU through sigaificemlyiedaeed 
voieine may mult in their cloeun, (he iaipeet of which will agein be Ml by die leest 
advaotaged in our comimmity. 

WeieccBtly commiasioned a Wleeooab public opiaiao poll to saaeaapraMcnoeafer 
organ allocatloiL Eighiy-two pcicBa (PH) oftcapondeeaaaflii m ed the view that their 
organs abould go to the sickeal padenla fint - but only when the threat of death is 
emlneaL Antong equally sick padeota SdH afWisocnaiB laaidsew ihJt p eet w ee ce afaonld 
be given to padeota at Wiaooasin bosphaU hafbee organa are aharsd on-of-atale and 33H 
were undecided. When asked whstharomaBa flam WlaeoaafaidoiiacBafaoBid be gma to 
Wlacondn padepta Drat, givan death cealdreaBit without a ttanaplant, slightly laeie 
leapoodenta want oigaai to Stay in WlieoBiiD latlMr than given to an oot-of-alale patkid. 
Finally, when aafcad who should make dsdaiaBa about who reeelvas " g— the 
ovarwtielniiilg mafocity of leaideota (7dH) alaled the dedaion dwuld be left to cegaB 
donadofl and traoaplaiit proMaiaaala. Otdy I JH iait daciaioaa ahould be aaade by the 
Ibdnl goveminem. These are not an eodet a l eomaeiin or ipaeulatinn. but a stadadcally- 
valid, raadamly-dniwn, repreaaniadve sample of Wtacooain luaidaaia (9SH eoelidence 

leveO- 

Organ donation easts in an envirotmeat of trust Tiuet 00 the part of hunilies and care 
provUeathK we winbe hntbftd stewirdioftbiapfaGioasgifl. Whan we epaak to 
tonfllaaatthe time of great kiaa, we tqr to aasote them that lUs gift will aare the life or 
Improie the quality oflUeof a o m a on elBdiMcomaniaity. 

Otgai tnaaplaotalion ie not a fbraign c o ncept in Wiinuiain, We've feUowcd Ifae growth 
of Ibis lifestviiig technology and aie iioaMBiely proud of ow outstanding ptogntns. We 

know people who have received traniplanw- maybe a Maud or nai^ber. On an 
intellectual level, vie know the value ofergandoBaaion is renJiaadwd M a>ua dm gift is 
used However, the deciaiua to donau la an amodenal cos and wfaaa bmilnB agrae to 
permit donadooidi^ra often givlag to dew ftisnds and aeifdtbor in Bead. Baaedonlhe 
flndingt of our public opinion poll, we beliave the art of patting over local teclpfanls m 
as to achieve acoK tevcl of nedaaaleqw^mqrhsveadsnimenart Impuet ondoneden 
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■id lewi tan provlden tad die pubUo to adopt a moia ambivaltat ittHiide toward tfaia 
impotiutt isne. The faulting loM of dotMtton oppomnitles buns evoywr - eapecially 
tboM bi the graont need 

Ifa ftictloa of the rooucM and public eftaolian whicb bee been devoted to findieriag 
chaaga fai our cunaat allocalian poUeke wot tfacnuelva allocated to Improving local 
OPO perfbnnaoce in those commuailia with the longaal waiting times, and if thoae 
programs weie able to achieve a exeat c o m pefable to both our Wncoasin progian w , 
much of the imineiUacy of the ofgao sboitage in those trow would be diminished 

Oeatlemen, on one band wc'rc pleased that the Secretaiy of HHS hea finally iaiued Ike 
OPTN raguladooL On the other band, wc aee u unilftoial dectaioa to ndieally depart 
froan the lyatem which haa luooetiftiUy s up po r ted oot of he &«tet evolving areas of 
atedkal isehaology. Thii ahoftaghtad epproocb to eddioting e highly complex Isiue and 
Ihc cratioii of policy in ibe tbtenoe of any oonaidendan of the impact tkia will have on 
pari—ia, providan and tha eommnnitia they raprosaol ia an example of policy making at 
itiwonL 

We genuioely appreciate the inleteel tUa Cammittee baa taken in ifaia iiaue and 
reapeccAiny roquett ifaul you cxcroiee your influence in luppoit of the mejority of 
ifaiiaplairt padcala in our country. Thank-you for your oonsidemion. 
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Mr. Shays. Dr. D’Alessandro. 

Dr. D’Alessandro. Good afternoon, Mr. Chairman, Congressman 
Barrett. My name is Dr. Tony D’Alessandro and I’m a transplant 
surgeon from the University of Wisconsin in Madison. I’d like to 
thank the Human Resources Subcommittee for the opportunity to 
present testimony today on the implications of changes to the 
organ allocation system proposed by the Department of Health and 
Human Services. In Wisconsin, many patients, donor families, and 
transplant professionals have serious concerns about some of the 
changes proposed by HHS. 'These are changes with life or death im- 
plications for some of our friends and neighbors who will be hoping 
desperately over the next several years that they will be joining 
fortunate Wisconsin residents who have been given a wonderous 
new chance at life. Projecting out the numbers from the UNOS 
modeling, the cruel reality is that nearly 800 Americans who would 
have been among the fortunate recipients of a transplant under the 
current rules, will not receive a liver under the new formula. Per- 
haps a dozen or more of these 800 real people waiting, hoping, 
praying for this new chance at life now under the new rule to be 
disappointed will be Wisconsin men and women, friends, neighbors 
and patients of those of us in this room. Real people. So we are 
very concerned that a major impact of the new rule will be that 
fewer patients benefit from the current limited supply of precious 
organs. That’s why a number of us in this room have worked so 
hard to increase organ donation, so more of our friends and neigh- 
bors would have a chance at a new life. As you heard, the organ 
donation rate here in Wisconsin is quite high. A second, very major 
concern of ours over the impact of this new rule is that Americans, 
as the men and women of Wisconsin, see the new system not work- 
ing as well as it has in recent years may have an obviously unin- 
tended, negative impact on support for organ donation. 

The proposed HHS sickest-first policy will in the future mean 
that 95 percent of patients receiving liver transplants will be those 
who are either desperately ill in an intensive care unit or are sick 
enough to be continuously hospitalized. Is it sound medical policy 
to require that patients become as sick as possible before we ad- 
minister to their needs? A policy of this kind has several extremely 
worrisome implications. 

First, it is clear that under the proposed changes of transplant- 
ing only ICU-bound or hospitalized patients, the number of pa- 
tients requiring more them one liver transplant will almost double 
from 10 to 19 percent. Under the proposed changes, fewer patients 
will receive a transplant, thereby increasing the waiting list size, 
and fewer patients who receive a transplant will actually survive. 
When three of these precious livers are used in a 6-month period 
to keep a desperately ill person alive, that means two other people, 
perhaps friends and neighbors of those in this room, will not re- 
ceive a liver, will not receive a chance at a new life. More impor- 
tantly, the number of patients who return to productive, rewarding 
lives will be fewer if they are required to become desperately ill be- 
fore they can benefit from the miracle of transplantation. 

How can we ask the American people to accept a policy that is 
not based on sound medical and ethical principles? Is this how we 
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manage a scarce precious resource, we make it more scarce for 
fewer patients? 

In my remaining time this morning, I would like to briefly intro- 
duce to you by way of photographs three patients who had been 
anxiously waiting at home for a liver transplant at the time an 
organ became available. As you may or may not know, the majority 
of patients who died on the waiting list last year were at home and 
were not even hospitalized. Mr. Chairman, these patients all were 
facing the prospect of death and some of them might well have not 
received this miraculous chance at a new life if the new HHS rule 
had been in effect. 

Eugene Scott is a 48-year-old who received his liver transplant 
5 years ago. He went back to work — back to school, excuse me, 
after his transplant and now works as a full-time mortician. 

Ross Larson is a healthy 12-year-old sixth-grader who received 
his liver transplant 2 years ago. He is accompanied today by both 
his mother and father. 

The third photograph, and that’s 

Mr. Shays. Excuse me. You say he is here now? 

Dr. D’ Alessandro. Yes. He is. 

Mr. Shays. Does he want to stand up and introduce himself? 

[Applause.] 

Dr. D’Alessandro. Annette Stebbins is a 51-year-old mother of 
two grown children who in this photograph celebrated the fifth an- 
niversary of her liver transplant. She is also here today. These are 
our Wisconsin friends and neighbors who will be affected by this 
new policy. And what is perhaps most tragic of all, the policy with 
its increased transportation requirements, as shown in this poster, 
means that an increased number of precious livers provided 
through the generous spirit of donors and their families will trag- 
ically be wasted and will not provide a new life for people like 
these or sadly for anyone at all. 

In closing we believe the proposed changes will result in fewer 
lives saved, fewer patients transplanted, increased organ wastage, 
and decreased organ donation, perhaps the worst side effect. Until 
enough organs are available to everyone in need, transplant poli- 
cies must ensure that the precious organs presently available pro- 
vide the maximum benefit for the maximum number of Americans. 
Thank you. 

Mr. Shays. Thank you very much. 

[The prepared statement of Dr. D’Alessandro and the information 
referred to follow:] 
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TESTIMONY BEFORE THE HITMAN RESOURCES SUBCOMMITTEE 
Apnl S. 199g 


Anthony M. D'AlcMMidro, M.D. 
Associate Ptofeasor of Suigety 
Univmity of Wisconain-Madison 


1 would like to dunk the Human Resourcea Suboommittee for the opportunity to 
present testimony today on the impUcationa of the changes to the organ allocation system 
proposed by the Department of Health and Human Services (DHHS). In Wisconsin, 
many patients, donor families, and transplant professionals have serious concerns about 
some oftbe changes pressed by HHS. To us, those are not abstract refinenienis of 
regulations that one reads about in the Federal Register. These are changes withillMlI 
t|a^ilig(i|gignp for some of onr fiiends and neighbon who will be hoping desperately 
over the nesa several years that they will be among those fortunate Americans who 
receive this miraculous gift of a new organ, and are given a wondtoua new chance at life. 
Projecting out tire mimbets born the UNOS modeling that has been done, the cniel reality 
is that neariy 800 Amencans who would have been among the fiatimate lettipieiils of a 
transplaiit undor the eurrent rules, win NOT teceive a liver under the new jEbimula. 
Pcih^is a dozen or more of these 800 - real people, waiting, hoping praying for this new 
chance It life, now under the new rule to be disappointed, will be Wlioontio men and 
women, (Heads, neighbors, and patients of those of ui in the room. Real people. Sowc 

taRBataRnattahadaigip^aCpiitahMaaigan; That’s wfay a number ofus in this 
room have worked so hard to increase organ donation, so more of our fiicods and 
neighbors would bave a chance at anew life. The organ donation rate here In Wisconsin 
is quite high. And a aacond, very major coneera of onts over the impact of this new rule 
is that as Americans - as the men and women of Wisconsin - see tiK new system not 
working as well as it has in recent years, this may have an obviously unintended, native 
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impact on siq^it for organ dOQitioa. And that in turn meaaa more Mends and 
neighbors will be disappointed. So these ate very real, persontl concerns to us. 

Let me address our first concent TIk problem that HHS has stated that it is trying 
to solve with these proposed changes is that under the current allocation system, some of 
the sickest pafients aie not leceiving fivers because they are going instead to patients in 
less ingeat need. The sickest category consists ofpalieatsfioqiitalized in intensive care 
while the second highest category are those patienls who are hospitalized eontinuousty. 
Despite HHS’i concerns, waiting tunes for these two gnnqs of potieots ere short end are 
on average 4 days for the most urgent and 12 days fijrtfae next most urgent categories. 


Ihe least nr g e a t cat^oiy consists of patioits on the waiting list who are not hospitalised. 
So essentuUy, what HHS has said is; “Here you've got people in intensive cae, md they 
are the ones that are it imminwir risk of d^ng, and you've got Uvea inatead going to 
people St home- who obviously could wait- while the people in intensive care are 
dying. We've got to change this." And si^erficially, fiiat sounds like h makes sense. So I 
wonder if membea of this Committee would be surprised to team that nearly half of tiie 
patients waiting for a tran^lant who die before they receive tins gift are not in intensive 
cate when they die, are not in fitet, in the hospital at aU when they die. Theyareindie 
category ofthoae waiting for a liver transplant at home. Neatly half. Soweaie 

IggjMItete ~ takea away some flexibiUty that has been very impartant in our trying to 


immiiniTt! the Dumbcx of pstients who benefit from the limited number of precious organs 
that are available. 




And that brings me to a second aspect of fins conoem. The proposed HHS 
‘sickest first" policy will ■SCMWuilHHliif MWyMHBHBHimiVMHltt'be 


is it sound medical policy to require fiiat patients become as 
sick as possible before we sdminister to their needs? A poUcyofthis kind has several 
extremely wonisome implications. First, it is clear that, under the proposed changes of 
transplanting only ICU-bound or hoapitaUzed patients, the number of patients requiring 
more than one Uver transplant will almost double -incTeasiog from 10% to 19%. Under 
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the proposed changes, fewer patients will receive «tranq)lanl.thCTdy increasing the 
waitiiigli«ii2e and fewer petieQtsvriioreceiTetiaiiqiUnti will survive. Vrltenthieeof 
diese precious Oven are used in a six-month period in a high-risk effort to keep a 
despeiately ill person alive, that means that two ofeer people - real people, perhaps 
fiiends and neighbors of those in this room - will not receive a liver, will not receive a 
chance at a new Hie. 

More importantly, the number ofpadenta who return to productive, rewarding 
lives will be fewer if they are required to become detpaiatdy ill before they can benefit 
from fee miracle of tiansplantatiaa The sicker fee patient gets, the more compUcatians of 
various kinds can be expected -and some of these are inevetaible. How can we ask the 
American people to accqrt a policy that is not baaed on sound mBdical principles. Is this 
bow we^mmHPMVilMSlMMHR^^e make it more scarce and help fewer 
patients? 

The primary focus of our energy and lesomces should be spent on increasing 
organ donation. And certainly HHS has recognized fee impor ta n c e of this in its National 
Organ and Tissue Donation Initiative. But this rule has the unfortmiate potential of 
seriously undetcuttiog that effort Until there ate enough organs available for every 
American vdw needs them, ws believe America’s national policy should be to seek to 
nunrimiTr. fee bcocfit of tbc precious number of organs available fis the maximum 


number of Americans, wherever theynfre. TUsia 



community 



Finally, I would Bke to address another aspect of fee ‘’sickest first* policy that will 
alsodeoeaseiathar than increase the number of Americans, some fiiends, some 
neighbors -who will benefit fiom a tcansjdanl in the next few years. ThatUte 
requirement feat organs go to the sickest patient, even where feat means significantly 
increased time in transit HHS has made fee assumption in its pn^sed changes that 
preservation technology has progres se d to the level where it it safe to transport livers 
anywhere in the country. Since fee Univenity of Wisconsin developed the sohitioo feat is 
emrentty used to preserve organs, vre ire also keenly aware of its limitations. Every 
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minute of inciessod piciervBdaa tiznc loulti in wacse liver ftmctioD and an increase m 
the number of livos that never woek leading to patient death or the need fitf a second or 
third transplant 

We believe in Older to maximire the numbei of organs that can be successfully 
transplanted, pifM ivM i i nn times mua he Itqv tn « mieirmim We have done just that over 
the last 5 years and have reduced the need for multiple liver transplants ftom over 6.0% 
to 2.0%. Our carter has previously shown that livers preserved between 12 and 17 hours, 
the minimum time necessary to trarspoit livers across this country, resulted in 8% of 
livers -one out of 12 of these precdousgifis- never fimetion. Tragically, wasted. Even 
incmasing the average transponation time horn 9 boms to H.S increased the likelihood 
of the liver not ftmcdoning by 4%. Since patients receive priccity for aDoifaer liver in 
cases of nonftmcCion, the lunnba of scarce donor b'vers would be forther reduced. Again, 
our goal should be to rninriTniTr^ foe benefit of transplantation for the maTimom number of 
Americans. Our very serious concern is foal the proposed changes will actually reduce the 
benefits of transplantation by increasing foe number of livers that never fimction. And of 
course, &om the standpoint of encoutagiiig oigan donation, how ate finnilies of donois 
going to feel about the increased chance that foe otgaa will not actually provide some 
friend or some neighbor with a new chance at life. 

In closing, we have several concerns about the proposed HHS changes in organ 
allocatiotL We bcEevethe proposed changes will result in fewer lives saved, fewer 
pstients transplanted, increased organ wastage, and decreased organ donation. This is not 
what patients want, it is not what donor fan'l'wi want and it is not what the majority of 
the transplant physicians and surgeons wants. I assure you, it will not be what the 
American people will warn. 

The proposed changes do not have thdr basis in sound medicine. Until enough 
organs are available to everyone in need, traosplsst policies must ensure foal frte precious 
organs presently available provide foe mgeimnm benefit to the maxiinum numba of 
Americans. As members of the Human Resources Subcominittee; yon are uniquely 
positioned to hear our concents. 1 urge all of you to esamitte these proposed changea 
closely and to take seriously our concerns. 



Precious Donated Livers Wasted 
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Mr. Shays. Ms. Shapiro. 

Ms. Shapiro. Mr. Chairman, Congressman Barrett, thank you 
for the chance to be here with you today and to share my thoughts 
about ethical considerations relevant to organ allocation regula- 
tions proposed by the Department. I’m a professor of bioethics here 
at the Medical College of Wisconsin, director of the College’s Center 
for the Study of Bioethics, a practicing health law attorney, and 
chair of the American Bar Association’s Coordinating Group on Bio- 
ethics and the Law and its Health Rights Committee. 

We have heard much today about the critical and chronic short- 
age of donor organs in this country which requires ethically sound 
procedures for organ allocation, not only to fairly distribute a 
scarce and precious community resource, but also to maintain the 
public’s trust in the allocation system, which is essential for suc- 
cessful organ procurement. 

The two ethical principles that are most relevant to organ alloca- 
tion analysis are these: Utility, or doing the most good for the most 
people; and justice, or fairly distributing the attendant benefits and 
burdens among transplant patients. 

From these two ethical principles, specific objectives for our 
organ allocation system can be derived. So that from utility, we see 
that we get enhancement by maximizing the availability and effi- 
cient use of organs; by maximizing long-term patient survival over- 
all, both before and after transplant; by maximizing graft survival; 
by maximizing quality of life both before and after transplantation; 
by minimizing the need for retransplants and by minimizing over- 
all transplantation-related costs. 

From the principle of justice, which, again, requires a fair dis- 
tribution of benefits and burdens, we get these objectives: accom- 
modating medical urgency, which we have heard about today, by 
giving appropriate priority to patients for whom the consequences 
of not being transplanted are most severe; giving appropriate prior- 
ity to same status patients who have waited the longest for a 
transplant, provided that objective medical criteria for listing pa- 
tients and for assessing status are consistently applied; giving ap- 
propriate priority to categories of patients who are medically dis- 
advantaged because they have a special medical or biological condi- 
tion that inordinately reduces their ability to receive a suitable 
organ; preventing patients from being disadvantaged on account of 
nonmedical problems such as access or geography problems; and, fi- 
nally, by assuring the accountability of the system within the sys- 
tem. 

These are the specific objectives which flow from the ethical prin- 
ciples that are most relevant to our discussion today. So that eval- 
uation of the proposed rule requires analysis of its impact on satis- 
faction of these ethically based organ allocation system objectives. 
Let’s look at that. 

What is the impact of this rule on utility-based objectives? Well, 
there are some concerns that the new rule could result in fewer 
numbers of available organs because of its impact on donation deci- 
sions as well as procurement efforts, and we have heard something 
about this already. Data remain unclear, but there are some who 
suggest that potential donors and families are more likely to give 
permission to donate their organs if they are assured that someone 
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in their community will benefit. Some say that keeping organs for 
patients in the donor’s local area encourages local professionals like 
trauma specialists and emergency room personnel to identify and 
to refer potential organ donors more often. There are also some 
who say that with local use, procurement professionals are more 
highly motivated. There are also concerns about the proposed rule’s 
impact on the prevalence of retransplants and on patient and graft 
survival. With the new rule, most believe that the average organ 
transplant patient will be sicker with more advanced disease, with 
more co-morbidities and therefore more likely to reject an organ 
graft after transplantation and therefore to require a second or 
even third transplant to survive; and as a result, fewer individuals 
overall will be transplanted and fewer lives will be saved. 

An additional concern again relating back to utility has to do 
with overall cost. It’s less expensive to use a donated organ within 
shorter distances from the donor facility because transportation 
costs are lower and travel arrangements are less complicated than 
when longer distances are involved and we have more concerns 
about assuring organ viability. In addition, hospitalization costs of 
patients who are sicker before transplant may be higher, and the 
adverse effects of ischemia of the organs during the longer transit 
times from donor to recipient could prolong the transplanted pa- 
tients’ intensive care or overall hospital stays at increased cost or, 
worse yet, result in loss of a substantial number of organs alto- 
gether. 

What is the impact or the likely impact of this rule on the jus- 
tice-based objectives that I talked about earlier? I think we prob- 
ably have agreement in this room, and it does seem clear, that the 
rule’s call for the development of uniform and objective criteria for 
placement on the waiting list and for status determination would 
enhance justice-based objectives by making it easier to objectively 
compare the medical need of patients awaiting transplant, thereby 
helping to assure a level playing field in selecting among patients. 
In addition, the provisions which seek to ameliorate local allocation 
preference do, I believe, attempt to favorably impact justice-based 
objectives by eliminating the impact of where a patient lives or 
lists on his or her chance of getting an organ. But in terms of this 
geographic factor, some fear that the rule would actually have a 
negative impact on justice-based objectives because it would divert 
organs from smaller centers to larger ones, perhaps result in the 
closure of smaller transplant programs, force sick patients then 
and their families to leave supportive home communities and travel 
long distances for their transplants, or deprive them of the oppor- 
tunity for a transplant altogether if they can’t afford or are too ill 
to travel or temporarily relocate. 

In light of these lingering questions and concerns about the rule’s 
impact on the availability and efficient use of organs — the utility- 
based objectives — and on the possibility of unjust burdens being 
placed on potential recipients, it seems to me that it may be advis- 
able to implement more modest changes while more data about the 
likely impact of the rule on patients, on institutions and on the 
public are gathered and analyzed. 

First, standard, objective, measvmable medical criteria for listing 
those who need transplantation and for determining medical status 
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should be developed and should be implemented by all transplant 
centers, and the resulting impact of that on equalizing currently 
disparate waiting time should be evaluated. We should start there. 

Second, if disparate waiting times still persist even after the 
adoption of standardized medical criteria for listing and medical 
status determination, medical need should be emphasized over geo- 
graphic location as an allocation factor by making organs available 
on a broader regional basis for patients in the most serious condi- 
tion. Regional as opposed to national sharing could avoid some of 
the jeopardy to the utility-based objectives of our allocation system 
that I talked about earlier; and modeling suggests that even mod- 
est geographic sharing could greatly reduce disparities in waiting 
times. 

Third, in order to evaluate the changes, to reduce the ability of 
patients and institutions and payers and/or providers to game the 
system, and to preserve the public trust and confidence in organ 
allocation, public oversight and accountability provisions should be 
implemented. We should have uniform, timely, accurate records 
kept by transplant centers and OPO’s; we should have periodic au- 
dits to assess record accuracy, and data should be analyzed and 
evaluated in light of system objectives. 

There is a final issue that requires attention and invokes sepa- 
rate ethical consideration; and that issue is respect for patients and 
for patient welfare in this process of contemplated change of our 
system. We have heard many times today that organ transplan- 
tation is about patient welfare; and organ donation is grounded in 
the public’s trust that patient welfare will be promoted fairly. The 
best interests of patients has to inform and guide not only the laws 
and regulations that we come up with, but the process through 
which we evaluate and change policy. And this means, first, that 
the catalyst for change has to be an honest and thorough consider- 
ation of relevant medical, social and ethical factors, not political 
contributions or pressure by individuals or groups with a vested in- 
terest, as has been alleged. To maintain the public’s confidence in 
the integrity and patient welfare goals of our organ allocation sys- 
tem, there should be full disclosure of any such contributions that 
may have been made or any such pressure that may have been as- 
serted. 

Respect for patients and patient welfare also means that if 
change is to be implemented, transition policies have to be devel- 
oped so that patients on the list don’t get less favorable treatment 
than they would have received under previous policies. Such transi- 
tion policies are contemplated in this rule. 

And, finally, respect for patients means that as proposed changes 
are evaluated, prospective transplant candidates can’t be unduly 
alarmed or pressured by ungrounded or exaggerated and incendi- 
ary reports of possible consequences for them disseminated by ei- 
ther proponents or opponents of the rule in efforts to gain political 
or public opinion advantage. Thank you. 

Mr. Shays. Thank you very much, Ms. Shapiro. 

[The prepared statement of Ms. Shapiro follows:] 
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Mr. Chalman and dlstlnguiahad aubconalttaa aeinbera, thank 
you for this opportunity to share my thoughts regarding the 
ethical considerations relevant to organ allocation regulations 
proposed by the Department of Bealtb and Human Services. I an a 
Professor of Bioethics at the Medical College of Hisconsln, 
Director of the College's Center for the Study of Bioethics, a 
practicing health law attorney, and Chair of the American Bar 
Association's Coordinating Group on Bioethics and the Law and its 
Health Rights Committee. 

The critical and chronic shortage of donor organs in the 
United States results in a tragic number of potentially 
preventable deaths; and the discrepancy between supply of, and 
demand for, transplantable organa continues to worsen at ^ul 
accelerating rate, under these circumstances, ethically sound 
procedures for organ allocation are crucial — not only to fairly 
distribute a scarce and valuable coanunity resource, but also to 
maintain the public's trust in the allocation system, which is 
essential for successful organ procurement. 

The two ethical principles that are most relevant to organ 
allocation analysis arei 

(1) Utility — doing the most good for the most people; and 

(3) Justice — fairly distributing the attendant benefits and 

burdens among transplant patients. 

From these general ethical principles, specific objectives for 
our organ allocation system can be derived. 

utility clearly is enhanced by: 

(1) maximizing the availability and efficient use of 

organs, which in turn is accomplished by: 

(a) promoting consent for donation; 

(b) improving procurement efficiency; 

(c) minimizing organ discards; and 

(d) promoting efficiency in organ distribution and 
allocation; 

(2) maximizing long tarm patiant survival overall (pre-and 

post-transplant ) ; 
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(3) oazialzlng graft survival by proaotlng tha 
transplantatioD of organa that function successfully 
for as long as possible; 

(4) oaxisiizing patients' guallty of life before and after 
transplant; 

(5) Bilnlaiizing the need for retransplanta when the 
likelihood for such a need can be predicted; and 

<6) mini mi zing overall transplantation-related costs. 

The ethical principle of -iustica . which requires a fair 
distribution of benefits and burdens, translates into these 
objectives: 

( 1 ) accommodating medical urgency by giving appropriate 
priority to patients for whom the consequences of not 
being transplanted are most severe; 

(2) giving appropriate priority to same-status patients who 
have waited the longest for a transplant, provided that 
objective medical criteria for listing patients and 
aseeeslng their status are consistently applied; 

(3) giving appropriate priority to categories of patients 
who are madically disadvantaged because they have a 
special medical or biological condition that 
inordinately reduces their ability to receive a 
suitable organ; 

(4) preventing patients from being disadvantaged on account 
of noo-msdical access probleem, e.g. inability to 
travel long distances; and 

(5) assuring accountability within tha system. 

The new rule calls on the Organ Procurement and 
Transplantation Network: 

(1) to develop revised allocation policies that will reduce 
current geographic disparities in the aa»unt of time 
patients wait for an organ by allocating organs first 
to those in the highest medical urgency status, with 
reduced reliance on geographic factors; and 

(2) to develop uniform criteria for datanalning a patient's 
medical status and eligibility for placement on a 
waiting list. 
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Evaluation of the proposed rule requires analysis of its 
Impact on satisfaction of the ethically based organ allocation 
system objectives set forth above. 

Itntrt *•*■* «»geposeJ m ule on gtilitv-mased Obieotivea 

There are some concerns that the new rule could result in 
fewer numbers of available organs because of its impact on 
donation decisions and ptocnrenent efforts. Nhlle data remain 
unclear, there are soma who suggest that potential donors and 
families are sure likely to give permission to organ donation if 
they are assured that somaone in their local community will 
benefit. In addition, eome contend that keeping organs for 
patients in the donor's local area encourages local 
professionals, such as trauma specialists and emergency room 
personnel, to identify and refer potential organ donations store 
often, and that with local use, procurement professionals are 
more highly stotivated. 

There are also concerns about the proposed rule’s lapact on 
the ^svalenea of retransplants and on patient and graft 
Survival. Onder current policies, since matching organs are made 
available to listed patients in a local organ procurasMnt area 
before they are made available to patients outside the area, 
local patienta nay receive a transplant idiile patients with more 
urgent medical needs in another area continue to wait, under the 
new rule, the average organ transplant patient will be sicker, 
with more advanced dlaeaae and more co-morbidities, and therefore 
more likely to reject an organ graft after transplantation and to 
require a second ox third transplant to survive. As a result > 
fewer individuals would be transplanted and fewer lives %K>uld be 
saved. 

An additional concern about the proposed rule 'a impact on 
utility-based objectlvas relates to overall costs. It is less 
expensive to use a donated organ within shorter distances from 
the donor facility because transportation costs are lower and 
travel arrangements are less coi]9licated than when longer 
distances are involved and assuring organ viability is more 
challenging. In addition, hospitalization costs of patients who 
are sicker before transplant may be higher. Furthermore, the 
adverse effects of Ischesila of organs during longer transit times 
from donor to recipient could prolong transplanted patients' 
intensive care and/or overall hospital stays, at increased cost, 
or result in a loss of substantial numbers of organs altogether. 

impact of the Proposed Kale on .Tuatiee-maaed Ob^^ctivBa 

It seems clear that the rule's call for the development of 
uniform, objective criteria for placement on the waiting list and 
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foe scatus datazalnation woald enhaaca Justlca-based objactlvaa 
of our allocation ayatan. Thasa changas would Bake it eaalar to 
objactlvely coopare tba Bedical naad of patients awaiting 
transplantation, thereby helping to asaura a 'level playing 
field* in selecting anong patients. 

The rule's provisions which seek to aaallorate local 
allocation preference also could favorably is^act justice-baaed 
objectives. Bliainatiag the inpact of where a patient lives or 
lists on his or her chance of receiving an organ would guard 
against disadvantage related to non-ne^cal access problems. 

On the other hand, some fear that the rule would have a 
negative Impact on justice-based objectives because it would 
divert organs froa smaller transplant programs to large centers, 
which would result in closure of smaller transplant programs. 

This would force sick patients and their families to leave 
supportive bome cosnunitles and travel long distances for their 
transplants, or deprive then of the opportunity for a tremsplant 
altogether if they are too ill or cannot afford the expenses 
related to travel and teiqsorary relocation, or if thair insurance 
carrier will not cover transplantation at the center where the 
procedure would be performed. It should be noted, however, that 
these fears about access limitations are rejected by others vho 
point out that currently approximately half of liver patients 
muat travel outside thair local area to obtain a transplant. 

Bg5aBMwadatiflaf 

In light Of lingering questions and concerns about the 
rule's Impact on the availability and efficient use of organs, 
and the possibility of unjust burdens placed on potential 
recipients, it nay be advisable to implement the following more 
modest changes while more data about the likaly Impact of the 
rule on patients, institutions and the public are gathered and 
analysed. 

First, Standard, objactive and measurable msdical criteria 
for listing those who need transplantation and for detarsiining 
Bedical status should be developed and ioplesmnted by all 
transplant centers, and the resulting Impact on equalizing 
currently disparate waiting times should be evaluated. 

Second, if disparate waiting times persist even after the 
adoption of standardized medical criteria for listing and medical 
status deteralnatlen, aedical need should be enphesized (over 
geographic location) as an allocation factor by making organs 
available on a broader regional basis for patients in the most 
serious condition. (This is particularly important with respect 
to livers, because hearts already are shared regionally in many 
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areas, and kidney patients have dialysis options.) Regional, as 
opposed to national abaring could avoid jeopardy to the utility- 
based objectives of our allocation systee; and aodaling suggests 
that even andest geographic sharing could greatly reduce 
disparities in waiting tlae. 

Third, in order to evaluate the changes; to reduce the 
ability of patients, payers and/or providers to *gaae* the 
system; and to preserve public trust and confidence in organ 
allocation, public oversight and accountability provisions should 
be implemented. Uniform, timely, and accurate records should be 
kept by transplant centers and OPOs; periodic audits should be 
undertaken to assess record accuracy; and data should be analyzed 
and evaluated in light of system objectives. 

A final issue that requires attention and Invokes separata 
ethical consideration is respect for patients and patient welfare 
in this process of contemplated change in our organ allocation 
system. Organ transplantation is about patient welfare; and 
organ donation is grounded in the public's trust that patient 
welfare will be promoted fairly. The best Interests of pstlents 
must inform snd guide not only law and regulations governing 
organ transplantation, but also the process through which we 
evaluate and change policy. This means, first, that the catalyst 
for change should be honest and thorough consideration of 
relevant medical, social and ethical factors, not political 
contributions or pressure by Individuals or groups with a vested 
Interest, as has been alleged. In order to maintain the public's 
confidence in the integrity and patient-welfare goals of the 
organ allocation system, there should be full disclosure of any 
such contributions that have been made or pressure that has been 
asserted. 

Respect for patients and patient welfare also means that if 
change is to be implemented, transition policies must be 
developed so thst patients on trensplantatlen waiting lists do 
not receive less favorable treatment than they would have 
received under previous policies. 

Finally, respect for patients means that as proposed changes 
are evaluated, prospective transplant candidates should not be 
unduly alarmed or pressured by ungrounded or exaggerated and 
Incendiary reports of possible consequences for them, 
disseminated by proponents or opponents of the rule in efforts to 
gain political or public opinion advantage. 
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Mr. Shays. That mic, let me just see, I think the mic in front 
of you is — which one — OK. 

jDr. Fung. Good afternoon. 

Mr. Shays. Good afternoon, Dr. Fung. Nice to have you here. 

Dr. Fung. Thank you. Mr. Chairman. 

Dr. Fung. Mr. Chairman, Congressman Barrett, ladies and gen- 
tlemen in the audience, my name is John Fung, and I’m a trans- 
plant surgeon. 

Mr. Shays. Doctor, I’m really sorry, but you’re going to have to 
hold it real close to you. These mics are designed to 

Dr. Fung. I’ll try better. I’m the director of Transplantation Serv- 
ices at the University of Pittsburgh. And I come from a unique per- 
spective, primarily because the University of Pittsburgh has a very 
long history in transplantation, has one of the largest experiences 
in the world. We have performed transplantation for citizens in 
every State of the union, including the territories and common- 
wealths of 

Voice. Speak up. 

Mr. Shays. Let me just say this to you. No noise from the audi- 
ence, please, but hands are appreciated. Doctor, evidently you’ve 
got to be like this. OK? Think of yourself as a singer or something. 

Dr. Fung. Contrary to some beliefs, the University of Pittsburgh 
Medical Center has no managed care contracts. We do not go out 
and recruit patients to our center, yet 60 percent of our patients 
on our waiting list are outside of our local area. 

Now, I have been involved in organ transplantation since 1984, 
and I have been active in transplantation policy issues over the 
past 8 years. I’ve been involved in a number of UNOS committees, 
including the Liver and Intestine Subcommittee, and I currently 
serve as the region 2 representative to the UNOS board. I would 
like to thank the subcommittee, as everyone else on the panel, to 
have the opportunity to provide testimony today. 

In short, I do want to express to the subcommittee how impor- 
tant I believe this effort to be and that I endorse very strongly the 
principles announced on March 26 by Secretary Donna Shalala be- 
cause it embodies in its final regulation a truly patient-driven sys- 
tem with the emphasis on saving patient lives as its highest cri- 
teria for organ allocation. I would commend her for taking a strong 
stance in favor of increasing equity and increasing access for pa- 
tients which support the objectives of NOTA. She has already 
stressed that it is important to maintain the physician-patient rela- 
tionship as well as a policymaking function of the transplant pro- 
fessionals of UNOS. The Secretary has stated that these regula- 
tions provide policy guidelines and a policy framework which per- 
formance objectives but not the policies themselves are crafted 
upon. Originally I had intended to spend the few minutes I had to 
detail the history of allocation controversies, the status of liver 
transplantation in the United States, limitations of UNOS. Obvi- 
ously this would take too long, so what I would like to do is to re- 
view some of the issues that were brought up today and a brief 
summary of my own comments, but I would also 

Mr. Shays. Let me ask you a question. Are you all hearing in the 
back? Let me just say, the reason is, you’ve got to project a little 
with what you have to say. First off, we could have had this hear- 
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ing in Pittsburgh, and then we could have had people from Wiscon- 
sin go there. You were good enough to come here. We are having 
the hearing here and so I know the audience is very interested to 
know what you have to say, but I do want to make sure that you 
are projecting. And you have — we gave Ms. Shapiro about 10 min- 
utes. You have a bit of time here. I want to make sure we cover 
this information. 

Dr. Fung. Well, thank you. I have submitted written testimony 
and some appendices to that which I think will be informative and 
provide you with some factual data. I believe that UNOS has 
worked under the mistaken belief that it alone, without Govern- 
ment and adequate patient and family involvement, can decide 
really what is best for transplant candidates. Regrettably, the long 
delay at the issuance of final regulations by HHS has only fostered 
that m 3 dh of really almost uncontrolled authority and autonomy. 
We recognize that UNOS created a unique public/private relation- 
ship with the OPTN, but even as late as 1996 

Mr. Shays. Doctor, I’m going to just get on your back here. You 
just need to get that mic much closer to you. If you hold it, because 
I notice you want to rest your arm down, just hold it down like this 
and you will get it. Your testimony is very important, and we’d like 
people to hear it. 

Dr. Fung. I’m sorry. 

Mr. Shays. It appeared that that mic is not as good. Yes, let’s 
see if that mic is better. 

Dr. Fung. Is that better? Hello. Hello. 

Mr. Shays. It’s really the same mic. 

Dr. Fung. Right. Well, let me try, if I can just set it up here, 
maybe that will help. 

I would say even as late as 1996, the Senate Labor and Human 
Resources Committee, which was chaired by then Senator Nancy 
Kassebaum, identified that there was a need for the Government 
to provide oversight to OPTN policies. Now, we had hoped a long 
time ago that HHS would have issued OPTN regulations. We have 
heard today that perhaps these regulations are not necessary. We 
have heard that IJNOS has made an earnest effort and made great 
strides in trying to move forward with some of the principles that 
they elucidated, but I really would argue with that fact. I would 
say that the failure to increase donation rates significantly, the 
failure to weed out poorly performing programs, the reluctance to 
provide data to HHS as specified in contract, failure to mediate a 
solution to the allocation policy and their failure to adopt public at- 
titudes into UNOS policies really suggests that there is much work 
that needs to be done. 

I believe that Secretary Shalada should be complimented on get- 
ting the final rule right for patients. It is a long-awaited and much 
needed re-orientation of the OPTN, and the priorities which are 
specified in NOTA. 

We have all heard what the laudible principles are. There are 
really five of them; Equity for patients on the waiting list, access 
to transplant center data for patients, a level playing field as de- 
fined by standard listing and status criteria, reaffirmation of the 
Government oversight role, and encouragement of patient partici- 
pation in transplant policymaking. Some people credited this to be 
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HHS’ creations, but in fact, these principles have been with organ 
transplantation for over 20 years. The 1977 AMA Council for Ethi- 
cal and Judicial Affairs, as we heard before, confirmed that organs 
should be considered a national rather than a local or regional re- 
source and that geographic boundaries in the allocation of organs 
should be prohibited. This concept was further reaffirmed in 1984 
by NOTA, in 1986 by the U.S. Task Force on Organ Transplan- 
tation, and more recently in 1991 by the Offices of the Inspector 
General, which we heard this morning. 

The GAO, in 1993, recognized that the OPTN and their policy- 
making capabilities created a potential conflict of interest. In addi- 
tion, when we talked about reauthorization of NOTA in 1993 and 
1996, both of the panels recognized that there was a problem with 
geographic inequity and recognized it was an importance for the 
Government to provide oversight to OPTN policies. We know that 
the public has views. The question is are these views being imple- 
mented? In 1994 UNOS commissioned their survey in which over 
1,700 randomly selected members of the general public, recipients 
and candidates were asked to address questions about organ dona- 
tion and allocation. The majority of patients, of recipients, can- 
didates assigned the lowest priority to keeping organs locally, and 
we heard that from Mr. Volek today, when the majority of them 
would assign the highest priority to patients who had the least 
amount of time to live. Only 22 percent of recipients and 20 percent 
of candidates assigned top priority to the patient who had the “best 
chance at survival.” One-third of patients felt that top priority 
should be to make equal waiting times. And we believe these have 
not been incorporated into UNOS policies. Now, we recognize that 
organ shortage is the driving force here. And I support all possible 
initiatives to increase organ donation. I have some ideas of my 
own, but we can discuss that later. But I really do believe that it’s 
important to engender the trust of the public and only by doing 
that can we increase donation. Sixty-six percent of the respondents 
in that survey, the general public, said they would be more strong- 
ly influenced to sign a donor card if they were sure that the policy 
favored a nationtd distribution rather than a local distribution. 

I'would like to emphasize also that even if there were more or- 
gans available for transplantation, the issue of fairness to all pa- 
tients must be the foremost principle in allocation policies. In my 
opinion, I believe that HHS and the Secretary have weighed all the 
arguments, they have examined the evidence, they have listened to 
all the testimony and have arrived at the conclusion that fairness 
is the most important guiding principle. 

We believe that in the short period of time that the Secretary 
and the HHS has allotted for the development of these policies that 
UNOS should begin to earnestly work on setting these policies up. 
But instead all we see is a flurry of media and lobbying activity 
which is only — ^whose only goal is to influence legislators to inter- 
vene on UNOS and the transplantation program behalf. We are 
also — it’s also unfortunate that there are many superficial state- 
ments I consider half truths that are being sent out into the media. 
For example, we had heard today that the very sickest patients 
who are in the Intensive Care Unit, for instance, have equal wait- 
ing times. Now, Dr. Fox recognized and had tried to explain to you 
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that this is really an artifact and really meaningless. Why? Be- 
cause in that status there is only a 7-day maximum with a 7-day 
extension. So excluding the patients who are dying, you can’t really 
have a tremendous variation from region to region. 

I think that UNOS has a fiduciary responsibility to provide the 
patients and the public with accurate, complete, and useful infor- 
mation that is based on fact and science, not a cursory examination 
and a curso^ summary. If they were really factual, UNOS actually 
would be doing the public a service. They would be educating them, 
but in fact, that is not happening. Instead, the use of scare tactics 
projecting that the final rule would “make it more difficult for the 
majority of patients to get a transplant, for centers to close, likely 
need to decrease in donation, result in fewer patients receiving 
transplants.” There is no data to support these contentions, these 
claims. 

HHS regulation in no way affects the patient’s freedom to choose 
the center that he or she wants to go to. Does not force patients 
to travel to a center that they do not wish to. Does not call for clos- 
ing of transplant centers. It does not force transplant programs to 
transplant patients in extremis. 

Dr. D’Alessandro has stated that it’s not, that transplanting the 
sickest patients may not be the optimal utilization of donor organs, 
but the Secretary has already stated that it is the OPTN’s medical 
policies that will determine what constitutes a futile effort at trans- 
plantation. And I actually believe that the Secretary and her staff 
recognize there is a concept of greatest net benefit. Net benefit is 
a difference in survival between those that are transplanted and 
with those that there is survival without a transplant. And in fact, 
the greatest net benefit eu'e for the patients in the Intensive Care 
Unit and hospital, a 50 percent increase in survival versus no net 
benefit in survival for 2 years in the other group. 

Mr. Shays. Thank you. Doctor. 

Dr. Fung. I will just conclude, I am just going to say I really be- 
lieve that the final rule does not impinge on UNOS. I believe that 
UNOS has wide latitude to make policies that will eventually be 
viewed by the HHS as seeing whether or not it achieves the prin- 
ciples that they’ve elucidated. I thank you. 

Mr. Shays. Thank you. 

[The prepared statement of Dr. Fung follows:] 



114 


Introduction 

Good morning, Mr. Chairman and Congressman Barrett. My name is Dr. John Fung and I am 
the Director of Transplantation Surgery at the University of Pittsburgh Medical Center, where I 
have been involved in organ transplantation since 1984. Our transplant center is unique in that 
we are the largest and most experienced cemer in the world. We have performed liver 
transplants for citizens from every state in the Union and from its territories and 
commonwealths. Contrary to some beliefs, the University of Pittsburgh Medical Center has no 
managed care contracts for liver transplantation, yet over 60% of the patients on our liver waiting 
list are outside of our catchment area. 

I have been actively involved in UNOS affairs since 1990, serving on a number of UNOS 
committees, including: 

1) Scientific Advisory Committee 

2) Liver and Intestine Transplantation Committee 

3) Liver Allocation Modeling Sub-Committee 

4) Membership and Professional Standards Conunittee 

5) UNOS Board of Directors. 

In addition, I have been involved both nationally and imeroationally in numerous academic and 
transplantation societies, including serving as the current President of the International Liver 
Transplantation Society. I have served as an advisor to state and federal agencies on transplant 
related issues. I am enumerating these organization to emphasize that my experience in 
transplantation spans a number of years and that 1 have diligently and responsibly represemed the 
transplant community on issues of scientific and academic interest 

I would like to thank the Subcommittee for the opportunity to provide testimony today in 
considering the effectiveness of current organ distribution practices and the implications of the 
proposed changes from the Department of Health and Human Services to the organ allocation 
system. 

In short, I strongly support the principles announced on March 26, 1998 by Secretary Donna 
Shalala as embodied in the final regulation because they truly place patient benefit and the 
saving of patient lives as the highest criteria for organ allocation. I commend her for taking a 
strong stance in favor of increasing equity and access for patients to support the objectives of the 
National Organ Transplant Act of 1984. She wants to maintain the important physician-patient 
relationship as well as the policy-making function of the transplant professionals in the OPTN. 
The Secretary has clearly stated that these regulations provide policy guidance and a policy 
framework with specific performance objectives but not the policies themselves. 

It should be emphasized that this regulation in no way affects the freedom of patients to select 
the transplant center of their choice; it does not force patients to travel any farther to a transplant 
center than they wish to; it does not call for the closing of any transplant centers; and it does not 
force transplant centers to transplant patients in extremis . You may hear such conflicting 
testimony today that you will perhaps wonder how the witnesses can possibly be talking about 
the same issues. I am knowledgeable about the process UNOS uses to develop organ allocation 
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policies and I can assure you that the concerns expressed by the Department about the OPTN in 
the Preamble are accurate and valid. The original commitment to the welfare of all patients has 
been replaced by a mistaken belief that the OPTN alone, without government involvement or 
adequate patient and family involvement, can decide what it thinks will be best for patients. The 
bur^cratic trappings of the OPTN and the long delay in the issuance of final regulations by the 
Department have fostered the myths of unlimited authority and autonomy. The final rule is a 
long-awaited and needed reorientation of the OPTN and its priorities within the objectives of 
NOTA. 

Status of the Government's Efforts to Realize the Goals of NOTA 

The National Organ Transplant Act of 1984 created the unique public-private partnership of the 
OPTN. NOTA specified *a national list* and a "national system for the allocation of organs," 
although the details of the list and system were to be developed by the transplant professionals 
in the OPTN. As recently as 1996, the Senate Labor and Human Resources Committee chaired 
by Senator Nancy Kassebaum Baker clearly recognized the role of the transplant community 
with regards to developing OPTN membership criteria and medical aspects of transplantation. 
However, these deliberations also identified the need for the government to provide oversight of 
OPTN policies. 

Many of us, quite frankly, hoped that HHS would issue OPTN regulations much sooner than it 
has. The OPTN has develops transplant policies without significant federal input ever since 
UNOS successfully bid for the first OPTN contract in 1986. The amendments to the Social 
Security Act in 1986, the General Notice in 1989, the Notice of Proposed Rulemaking in 1994, 
the 19% notice of the HHS hearings, and now the final rule with comment period tantalized the 
community with the prospect of the Department issuing regulations. Secretary Shalala should not 
be faulted with the lack of progress of her predecessors in issuing the final regulation. She 
should be complimented for getting the final rule right for patients at long last. 

Qsfining Primiplw in Organ Transpluntf tign 

The Secretary has clearly defined noble principles, namely: I) equity for patients awaiting organ 
transplantation as measured by waiting time and medical urgency; 2) access to transplant center 
data for patients; 3) a “level playing field” by defining standard listing and status criteria; 4) 
reaffirmation of the government oversight role as a public advocate; and 5) encouragement of 
patient participation in transplant issues. 

Contrary to some beliefs, these elucidated principles did not originate at HHS. Advocacy 
groups, ethics committees, governmental agencies, consultant groups and various task forces 
have all arrived at similar recommendations over the past 20 years. Starting in 1977, the 
American Medical Association Council on Ethical and Judicial Affairs affirmed that “Organs 
should be considered a national, rather than a local or regional, resource. Geographical priorities 
in the allocation of organs should be prohibited. . . ” In 1984, the National Organ Transplant Act 
called for the fair and equitable national allocation of organs among patients in accordance with 
medical criteria established by the OPTN. An accompanying report from the Senate Labor and 
Human Resources Committee stated: “An equitable policy and system is necessary so that 
individuals throughout our country can have access to organ transplantation when appropriate 
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and necessary.” As called for by NOT A, the U.S. Task Force on Organ Transplantation in its 
recommendations in 1986 clearly stated the need to avoid using geography as the basis for organ 
distribution. The 1991 report of the OfTice of the Inspector General cited the deficiencies which 
existed in the OPTN with regards to equitable organ distribution practices. The 1993 General 
Accounting Office report recognized the potential for conflict-of-interest in the policy making 
abilities of the OPTN with its membersMp and structure. Finally, two separate attempts to 
reauthorize NOTA, in 1993 and 1996, also pointed to the ne^ to minimize geographic 
differences in access to transplantation and further recognized the importance of government 
oversight in OPTN policies. 

Voice of the Public 

It is clear that transplant policies greatly affect the public, but their involvement in policy making 
has been minimal. There is ample evidence that GNOS represents the transplant programs rather 
than the transplant patients. For example, UNOS commissioned a survey in 1994, to determine 
the opinions of those who are affected by the allocation policies. A sample of 1,7S2 randomly 
selected members of the general public, recipients and candidates were asked to answer 
questions about organ donation and allocation. Sbriy percent of recipients and S8 percent of 
candidates assigned the lowest priority to keeping organ locally. Fifty four percent of recipients 
and 50 percent of candidates assigned top priority to the patient who has the least amount of time 
to live. Only 22 percent of recipients and 20 percent of candidates assigned top priority to the 
patient who has the best chance of survival. Making waiting time “about the same for all 
patients nationally” was a top priority in over one-third surveyed. Sixty six percent of the 
general public would be more strongly influenced to sign a donor card by a policy that favored 
national distribution rather than local distribution. It is apparent that UNOS has not adequately 
integrated these viewpoints into its policies. 

Other patient organizations, such as the American Liver Foundation, Transplant Recipients 
International Organization, National Transplant Action, and the Minority Organ and Tissue 
Transplant Education Program, have all endorsed the Secretary’s position and affirmed the rights 
of the patients and public in providing input into transplantation policies 

How Will UNOS Respond? 

It is my belief that the Secretary and HHS have adequately weighed the arguments, examined the 
evidence, listened to the testimony, and arrived at the conclusion that fairness for patients is the 
most important guiding principle in organ transplantation. Given the time allotted by the 
Secretary to devise policies to achieve these goals, one would expect UNOS to begin committee 
deliberations. Instead, we have seen a flurry of media and legislative activity to attempt to 
influence legislators to intervene on behalf of UNOS and transplant programs. UNOS and the 
transplant programs have already shown that they cannot be objective parties in these 
deliberations. UNOS' press releases emphasize the impact of these regulations on their 
transplant program constituency, primarily the smaller transplant programs, which UNOS has 
pledged to support. As voiced by a member of TRIO, “Individuals need to have the option to be 
transplanted at the institutions of their choice according to the greatest medical need without 
ignoring the great number of patients that await at larger institutions. Neither group can be 
ignored...”. 
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Half-truths and superficial statements are the public relation tools of choice for UNOS and some 
of its members. For instance, UNOS states that the 'very sickest patients - those who are in 
intensive care units* have relatively equal waiting times across the country. When one 
appreciates that a patient can only remain in this status for seven days, with one seven-day 
renewal, the claim that there are “relatively equal waiting times” is artifactual and meaningless. 
Rather the chance of dying in this status is much more revealing - this varies five-fold amongst 
the 11 UNOS regions. Both computer models show that the waiting times for the Status 1 
patients will be reduced to I or 2 days, if policies which comply with the regulations are 
implemented. The difierence in waiting times for Status 2A and 2B patients are substantially 
greater than for Status I patients. Status 2A patients suffer fi-om chronic rather than acute 
conditions, but they also have a life expectancy without a transplant of 7 days or less. Both 
computer models show that broader geographic sharing of livers will reduce and equalize the 
differences in waiting times for these 2A and 2B patients. 

If the UNOS releases were factual, they would provide a service to the public by way of 
educating them. Instead, UNOS has chosen to employ scare tactics in projecting that the final 
rule: "would make it more difficult for the majority of patients to receive a transplant"; "force 
many smaller transplant centers to shut their doors"; "likely . . . cause a decrease in donations"; 
"result in fewer patients receiving transplants"; "individuals . . . will have to travel great 
distances and be separated fi'om their loved ones"; and “20 percent of transplant patients who are 
on Medicaid might find it impossible to receive a transplant because of the need to travel to a 
distant center.” There are no data to support any of these claims As the administrator of the 
OPTN, UNOS has a fiduciary responsibility to patients to provide accurate, complete, and useful 
information which should be based on science, not wild speculation. 

UNOS and some of its members have argued that transplanting the sickest patient is not the 
optimum use of donor organs. The Secretary has stated that the intention of this regulation is not 
to transplant patients whose outcomes are futile. However I believe that HHS recognizes that the 
greatest net benefit of liver transplantation is for those patients whose outcomes without 
transplantation are poor. The net benefit is the difference in survival between those who are 
transplanted and those who are not. UNOS data have already shown that this difference is 
greatest for the sicker patients (on the order of 50% at one year) as compared to the most eleaive 
patients (no difference in survival for more than 2 years). Any program (whether large or small) 
will have the same likelihood of performing transplants should they choose to transplant patients 
in the higher risk categories. Unfortunately, some programs currently perform greater thw 90% 
of liver transplams as an elective procedure, while others are forced to transplam more than 90% 
of their transplants as inpatients. Under the “one center-one vote” policy, UNOS policies 
represent the interests of its membership, the majority of which perform less than the Medicare 
minimum requiremems. Since many M^ical Assistance programs require Medicare certification 
to provide transplant services, the current system does great disservice to the underprivileged 
population (if one were to believe this argument). In the United States, many transplant 
candidates travel outside their “home” area to receive a transplant. Fourteen states have no in- 
state liver transplant program, and almost one-half of the country’s citizens do not live in a 
Metropolitan Statistical Area with any liver transplant program. With broader geographic 
sharing of organs, those patients who are required to travel for a transplam (because of insurance 
requiremems or the lack of a local transplant program) or those who choose to travel for a 
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transplant (because of specific treatment needs or low mortality rates) will have a hiir and equal 
chance to receive a donated organ. The latter point is important when one considers that the 
number of poorly performing programs outnumbers the number of excellent performing centers 
by a two to one margin. 

Some critics of the r^ulations prophesy that “many transplant cemers” will close as a 
consequence of these regulations. There is no evidence to support such predictions of doom and 
gloom. Transplam centers usually house more than one different transplant program (kidneys, 
heart, liver, lungs, etc ), but not all centers have transplant programs for all organs. In fact, some 
very good transplant centers have programs which specialize in transplant of only one or two 
organs. There is no evidence that closing a heart program, or never starting one, reduces the 
number of donor families in the area who consent to donate a loved one’s heart. The two studies 
described earlier found that donor ftmilies donate organs to help patients who are close to death. 
There is no evidence that donor families say “yes" to donating a heart and liver, but “no” to 
donating lungs because the lungs may go to an out of stale patient. 

Conclusions 

The final rule with comment period does not encroach on either the OPThTs authority to 
establish membership and medical criteria as set forth in NOTA or the OPThTs policy-making 
function. To the contrary, HHS is offering UNOS wide latitude to restructure its system of 
allocating organs, demanding only that the final product achieves the principles set forth in the 
HHS regulations. We applaud the HHS regulation in hs broadest applications, for all solid organ 
transplants, enhancing organ donation, taking into account patient interests as the primary 
objective, and defining the role of the government in OPTN policy-making 

We believe that OPOs should not be involved in organ distribution matters; they should 
concentrate on increasing donation. Patients should not be held accountable for OPO efficiency, 
nor should they be forced to consider anything but where they can expea the best service or 
outcomes. The entire transplant system will benefit by enhancing fairness in the system. These 
have been the principles that we have long argued in the OPTN forum. The salient points are 
included in a manuscript, which is attached for your information, and a statement addressing the 
issues in a UNOS release. 

While much public attention has been focused on the organ allocation seaions of the final 
regulation, the Secretary has included a number of provisions other than allocation that are 
extremely supportive of patients: 

> Center-specific transplant data will be available to patients and families in an easier 
and far more timely way to help them in making their treatmem decisions; 

> The OPTN Board and Executive Committee will have expanded patient and family 
representation, in more balanced proportion to the number of transplant physicians 
and surgeons; 

> HHS will examine more closely the patient registration/waiting list fee for fairness 
and appropriateness; 
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> The standardized listing criteria and standardized medical status criteria will also 
contribute to greater patient equity across the country, at all transplant centers. In 
addition, they will provide medical guidance u to tte medically appropriate times 
when candidmes may be removed from the waiting list because of their condition. 

These provisions and the organ allocation sections are set in the context of an OPTN policy 
development process that will benefit patients and save more patient lives. 

We hope that this subcommittee will set aside the politics presented here today and fricus only on 
the perspectives of patients. We hope that the deciuons reached by this committee will be based 
on the frets, not on media hype. Thank you for allowing me to speak today. I am ready to 
answer any questions that you may have. 



120 


University of Pittsburgh 


School of Medicine 

Tkot/tiii E. Stai'zl Trnmplantution Institute 


3601 Fifth Avenue 
Pittsburgh. Penneytvania I52i3 
412-646'3200 


UNIVERSITY OF PITTSBURGH RESPONDS TO ADDITIONAL CRITiaSMS 
OF THE NEW ORGAN ALLOCATION POLICY 

Health and Human Services Secretary Donna Shalala announced on March 26, 1998, 
new regulatioas to reform the natkn’s organ allocation system. Under these new regulatioos, 
organs will go to patients who are the sickest regardless of their geographic location. The 
regulatioos also c^ for much-needed government oversight 

The Univenity of Pittsburgh and other transplantatioa centers throughout the country 
along with patient advocacy groups qiplaud the Secrctaiy’s action. All believe the new 
regulatioas will improve the prospects for patients awaiting organ transplantation. 

On March 26, the day before the federal announcement, the United Network for Organ 
Sharing (UNOS) issued a statement criticizing the new regulatioos. (UNOS is the private 
agency that holds the government contract for organ allocation. ) Following the issuance of the 
UNOS statement, the University of Pittsburg issued a response to all points made in their 
document. 

While praised by most, there remain a few who are critical of the new regulations. 
Because it is necessary for the public to be well informed, following is a rebuttal of issues that 
have been raised since the Secretary's announcement. 

Critics of the HHS regulations argue that a system that shares donor livers more widely 
and fives priority to sicker patiena would increase the number of patiena receiving 
second and third liver traiuplana. This criticism is not necessarily true. 

Under the current allocation system, which resula in more than $0 percent of organs 
going to the least sick patrena, a large number of organs that become available to the sickest 
patiena often have been rgected for use by the transplant surgeons within the local or even the 
regional areas where they origiiuted Those organs, thus, are relatively low in quality and when 
transplanted into the sickest patiena (who have no other choke), often fail. With a system that 
provides broader sharing, the sickest patiena would be offered higher quality organs, resulting 
in fewer transplana. 

Offering organs to the most medically urgent patiena first will, therefore, decrease 
their retransplant rate and increase their survival rate. 

Critics contend that, with the current allocatioo system, the wailing time for the patiena 
docs not differ mstcrirdly among the UNOS regioas. The average amount of time such 
patiena wrut in their last episodes in Status 1 before they obtain liver transplana ranges 
from four to sis days among the 11 UNOS regiotu. 


Tnmsfmmig dx Promt — Ddmtrmg dx Ftturt 
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This sutistic does not oonsidct' those who die wfaik wiiting. Ciaient policy thit patieats cm 
only be listed in the most urgent status iftfacysre expected to die within leva days. Thus, a typical waiting 
time of four to six days makes sense because these patimts must either be transplanted wi^ that period or 
die before a donor organ becomes available. 

With the current system, among the patients in Status 1, 33.4 percent die before obtsining a 
transplant This percentage ranges from 17.1 percent in one region to 49.1 percent in another. Analysis 
indioates that widi altemative systems that provide broad geographic sharing, onfy about 4.0 percent of these 
sickest patients would die pre-transplant In additian, the typical waiting times would be one or two days 
shorter thm they are with the current system. 

Critics say organ donation will decrease because organs may go outside the local area. 

Based on current knowledge about the donation process, there is no (actual basis for claiming the 
changes in allocation policy sought by the HHSr^ulatkn will adversely afiect donation rates. Tothe 
contrary, increasing the equity of the national orgm allocstioo system may improve public trust in die system, 
which cm only have a beneficial effect on donation. 

Surveys conducted by UNOS and HHS have found that both the general public and donor families 
themselves wmted donated organa to go to the patients who need them the most regardless of where they 
might be in the United States. In one survey, 7S percent of the respondents disagreed with the statemem: 
“donor organs should go to someone in the area where die donor lived.” 

People generally agree that donated organs are a national resource, and do not belong to the orgm 
procuremat organiution, a transplant program or a state. They assert that all patients, regardless of where 
they live or choose to have their transplants, should have equal oppommity to benefit from orgm donation. 

It, tberefore, follows that, so long as organs are a scarce lesouice, they should be allocated erpiitably. 
If the public perceives that the allocadon system is (air, people will be more likely to support orgm ckxialion 
and to choose to donate organs themselves. 

At the tiinc that the Ennily of a potadal organ donor is approached to provide consent, it is not 
known whether the donor organs will be provided to a recipient in their community or elsewhere. Thisistrue 
with the current system, and will contimie to be true with any alternative poliey. It is important to realize ih»t, 
on the average, three organs are recovered from eadi donor. It is not reasonable to believe that a donor family 
will donate a liver or kidneys but say no to a heart donadon because it may be used in another state. 

Critics say that all orgms will go to large centers because they have the sickest patients. 

With broader geogr^ihic sharing, after m initial transition period, patients at centers with long 
waiting times will be offered dorKr livers after the same waiting time that patients st smaller programs 
experience. All programs will obtain donor livers on m erpiitsble basis. Transplant programs will receive 
organs in proportion to the numbers ofpatients who register with them. Programs will therefore maintain 
their access to donor organs to the degree that they cm attract patients to register with them on the basis of 
their medical proficieocy, their accessibility, their cost, and any other factors that patients value. Eva with 
broader sharing, so long as programs are successful in attracting patients, they will be successful in obtsining 
donor organs wfaa their patiat beoomes the next oompatible patient on the waiting list 
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p.ior to 196T, whon tint human Ifvar transptant 
waa aoccesafuBy perfomwd. and atasa Mr Wlura waa 
• ayncnymoua wttfi daath. Wvancaa in Immuobauppiaa" 
aion. praaarvation solutlona and tachniquaa hava ai^ 
nifieantty Improvad the raauKa aHar Hvar tranaptantatlon. 
In June 1083, the Nattenal (natitutea of Haafth haW a 
conaansus davelopmant confaranca on Mr Iranaplan- 
tation and conoludtd: Uvar ttanspltnlalion la a thera- 
paude modality for and ataga tvar diaaaaa that daaarvt a 
broadar application.* 

As the naad artd appDcaHon el Ihrar transplantation 
has grown, the prassura axertad on a Itmitad donor pool 
oontinuaa to tnersasa. In prlncHila, Ibrara are allocatad 
to patienta with the greatest need, sirvce they derh/e the 
maximum benefit from this procedure. In practice, pa- 
tients with years of Ilfe-eitoaciBnoy are being tranepUntad 
In large numbers, even ItMugh needier wa/Ung paBantt 
are dying without accaaa to theaa Avars. This disturbing 
pran'ca has bean parpatuated due to the realstanca of 
the Organ Proouremant and Tranaplantatton Network 
(OPTN) to aUmlnata amncial geographic boundaries, 
which have created obs/ious inequities In access el pa* 
Beits to liver transplanlatlon. This can beat be seen by 
an examlnaBon of the Inaeaaing disparity of medan 
waieig Bmas aoroce Ihe county. This discrepant Is par* 
Bcularty important when examining the liRallhood ol pa* 
Hants dying while waIBng for a Over transplant In spite 
of public opinion dertour>cing these Inequities, OPTN 
procedures rnake It extremely difficult If rrot impossible, 
to rr.ake mid-oourse adjustments. This will seriously 
hamper any future attempts at lr>creasing organ even- 
abifity. Slrtce toese are not only medical fssuee but aJso 
pubnc policy tasuee. there le strong justification and need 
for govemmeni oversight and (nierventlon. 

Getting Back to the Fundenwntala - 
The National Organ Transplant Act 
(NOTA) 

In 1084. the NaCooai Organ TranaptantAct (NOTA- 
P.L 86-607) waa passed by the Congress of the United 
Stales, end the Intent was to develop a fiair and efficieni 
national system tor the dlalra>utlon of organs. The cardi- 
nal princlpla of NOTA waa stated simply: ’Patleni wel- 


fare mult be the paramount corMfoeratlQn”. NOTA called 
for toe formation of Via OPTN, which la rasponaibi# lor 
determining mearu to maximize organ procuramerd and 
de^rafop aquitabla allocation algorithms, and craailon of 
a SdtnilRc Pagistry, which would allcrw for avatuabon of 
outoomaa for tranaplanUtOon. In addition, ft oalfad for 
toe astabdahment of a 2S*member Task Pores on Organ 
Tranaplantatton. whoes rscommendtOons wars pub- 
flshed in April 1988, This rsport described a naBonal 
o^rvsh8rir^g network that had natlonai standards for 
organ procurement and distribution, patfant prioridzaBon 
and broad public rspresenlatfon. 

In 1S87. the United Network of Organ Sharing 
(UN^) was awarded the contract from Health Re* 
loureas and Services Administration (HRSA) to main* 
tain both toe Sdentiflc Registry and the OPTN, This 
aitocontraci was renewed In 1880, in 1993, and again In 
1097, Unfortut\aiely, NOTA haa not fa.''ed as welt. NOTA 
was reauthorized In 1990, but failed to be reauthorized 
In 1993 and again In 1996. In these reauthorizaBon at- 
tempts. the prindplee of NOTA were reaffirmed and 
deemed worthy, but Its fallum to be re a-jihorlzed was. In 
pvt linked to a proviaion, calling for toe Comptroller 
CeneraJ of tha United Slates lo study and recommend 
ohangesregarAigequltabitaJIocationororgans. in tha 
most recent version of the Reeulhorlzstlon Act of 1995. 
toe authors were noted as elating: "...the Network con* 
baefor ... has a monopoly. The Integration of the poffoy* 
maWng body (the Network) with the Network contractor 
... alfows the Network contractor to function in a manner 
posee a threat for a eonfnet of interest ... wt be- 
lieve that the elected government of the people sh.ouid, 
to partnership with the private sector, be toe ultimate rew- 
ard of this spedai gift, ensuring that tola gift b property 
eared for, adequately regubted. and dbtributed equally..* 
The original eupporters of NOTA deariy envlslofted a Ibt 
spenning toe eounby tost provided organs equflably and 
justly to candidates based upon greafest medical need 
(as determined by eelabllahed me<Aeai criterfa), regard* 
leee of locatfon. Geography • whether on tha basis of 
wh^ the patient chooses to have his or her transplant 
or where toe organ was retrieved - should be irrelevtnL 
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Th« OPTN poiiciM dlctallng organ aJiocaBon ctearly 
thft patent population, yet the peter.te Input Into 
the policy maKng process has been limited, as evidenced 
by their mincnty voice in the OPTN. The 1980 Report of 
the Task Force on Organ Trensplantatlon concluded: “I! 
Is implicit lr> the framework of such a nadonal rvetwork 
that the transplant community vlavrs donated organa as 
a public resource.. .* in addition, thay also etatsd: ‘...the 
public must partldpata m deolslona of how this resource 
(donated organs) can be used to best serve 9ia public 
interest." In an attempt to express (he opinions of those 
who era at* eoted by the allocation policies, UNOS ccnh 
mtsaionad a survey In 1994, In which 1,762 randomly 
lelectad members of the ger>eral public, racipianti and 
cendidales were asked to address questions about or- 
gan donat'cn and allocation. Sixty percent of redpiants 
and 58% of candtdatea assigned (ha loweat pr!on*ty to 
keeping organ locally. Fifty-four percent of recipients 
ar^d S0% of candidates assigned top priority to the pa- 
tient who has the least amount of time to Ova. Only 22% 
of racrplenta and 20% of candidates assigned top prior- 
ity to the patient who has the beet chance of survival. 
Making wetting tl<me "about the same for all patients ne- 
dcnally" was a top priority In over one-third surveyed. 
Of the general public. 66% would be more strongly Influ- 
enced (0 sign a donor card by a poOcy that favored na- 
tional distrtution rather than kical distribution. It Is ap- 
parent (hat tna current OPTN policies have not ad- 
equately inlegraled these viewpoints. 

Grading NOTA • Has It Meaaurad Up to 
Its Expectations? 

It ia evident that the current system does not effec- 
tively increase the evallablitty of and access to donor 
organs. HRSA envisioned the purpose of the OPTN to: 
"... Improve the efiectfveness of the naGon‘e orgen dona- 
lion, procurement, and traneplenlaGcn eyslem by ineneas- 
fng the availability of and access to donor organs for 
pawents with end-stage organ failure.” Since 9ie Imple- 
mentation of the OPTN in 1067, (ha number of cadaver 
organ donors have Increased from 4.083 to 4,848 (16% 
Increase), while the number of patients awaiting or^n 
trar^spiar.teiion have Increaeed from 16.028 to 39.382 
(t08% Increase) In 1993. Moat of the increases in organ 
donation have come from donors who were once corv 
aldered too o<d fer use. The Increased ^parity between 
available donors and patients on the watting fiat haa re- 
auttad In increased annual deaths whOe waiting from 


1,481 to 2,689 (9S% ineraaae). It has been assumed 
that orta oi the prinetpad explanations for the fa3ure to 
aigniflcantly increase donation Is a leek of public aware- 
ness. As a result, over the past few yean, millions of 
dollan have been channelad Into educational afforta. In 
spite of these efforts and resoumes, there has not been 
any aubsta.'icial Increasa In organ donation or In consent 
rates. More recenfly, studies have suggested that the 
perception of inequities In the organ iranspianl field may 
play a signif cant rota in the refusal to donate. 

Procurement ectMties are an important componeni 
of Increaslrg oigan donation. Organ Procurement Or- 
ganisation (OPO) eXiCianoles (measured by organ pro- 
ttiremant rates) vary considerably. In 1884. OPO's 
repofted ftieir ehlciency of procurement, expressed In 
dooorarmiliion. The flguree ranged from a low of 10.8 
doftorarmljllo.n population to a high of 33.9 donors/mH- 
l(x>, with a national average of 1 9.9 donore/mOllon. These 
figures are fa.” short of the potential donor pool of 60 
donofs/m:i!ton. In anotharanalysis of OPO performance, 
Ihe percentage of donors from whom a llvar was obtained, 
ranged from 0% to 92%. with a national average of 73%. 
These ranges of OPO efficiency auggeat that different 
OPO‘8 have varying degrees of oommitr.ant to organ 
donation. As noted in the 1 893 OAO report, which was 
mandated to study the effectiveness of the organ pro- 
curerrant: “HBSA and the Network contractor. UNOS, 
are raspo^aTole for overseeing the effectiveneaa of the 
organ procuremenl organtoatlona In Increasing organ 
supply. Ne^Jier, however, has monitored Ihe organiia- 
llore' procuremtri efforts or adopted a measure for as- 
sessing procuremefit effectivanese.* In Saplember 1 994, 
an Interim Rule with performance standards for 
OPOs was published in the Federal Register. However, 
recent oone.oeretion to enhance Ineffective OPO ou^ 
eomee by merging them with efRdent ones were met with 
e great legislathre outcry, resufUng In only remedial ac- 
tion being taken. 

An Overview of the Allocation Policies 

There e.'e two elements which determine the allo- 
cation of organe fer transplantation. Tha first to the sys- 
tem of prfcfftitaocn. which inoorporates principally mad* 
cal delerrr'nanis. euch as medical urgency artd lima 
waiting. The second element affeots Vte dtsirftwBon of 
organa among (he different areas of the country. The 
distribution system offers the organ flrel to paliento tn 
ti^a locaJ area who are waiting, then to a regional area. 
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and finally to tha nation at laiga. The decisions that at- 
feet both pdoridution and datrftmtiOT are made by OPTN 
manftbera and approved by their Board of Diractors. 
Under the terms of NOTA. the OPTN polkres ere to be 
reviewed end approved by the Secretary of (he Depart- 
ment of Health and Hunan Servfcea (HHS) before be- 
coming btndlng. Unfortunately, rtone of the OPTN pofl- 
efea have yet been approved by the federal govemrnent. 
In 1603, the GAO report dted the lack of HHS rote h 
aaseeelrtg the Impact of chanoee to UNOS allocation 
oriierta with respect to the *irnpa^ on the equRable dis- 
tribution of organs nor the mertt of fneorporafing these 
changes Into UNOS afioeation criteria.* Nevertheless. 
Ihese operational polidee determine the fate of almost 
SO, 000 patients that are Hated for transplantetlon at any 
time, as weQ as the fate of approjamalety 20,000 patients 
that undergo trer\aplantatlon each year in the United 
States. 

The relative weight given to prioritization and dlalri- 
buOon varies among the various organ trenspiants. Be- 
cause the etements of prioritization and distrbuflon are 
eo doseiy Bnked, the d8tn*bulion scheme may act as a 
g[g jactQ prioritization scheme. Although the prionfizafion 
acheme may deetde that the sickest pedant wIR be of- 
fered the organ flrat, only In the Instance where the dis- 
tribution scheme is a naflonai one, will there be the great- 
est probability of this patient receiving an organ, ff the 
number of duirteulion unite increases, ttie probabVrty of 
havtrig tha stcaeat peHent within the unit of distrtbulfon 
beoomee amaller, and thus wRi impact on prioritization. 
Thus, the effect of the current geographicalfy restrtded 
dietributlan scheme oveiddes the mecTcal prlorifization 
acheme, at leaet when viewed on a national basis. This 
situation Is inequitable eince all peOerts are not given 
similar opportunitiee to participate In the overall organ 
disMbutton eyslem. The feel that the variations cannot 
be ettrbuted la objective or medical criteria, lends eup- 
port to crMetsma that some patients are being system- 
aficaNy dleadvardagcd by arbitrary dtotrlbution arrange- 
ments. This was highlighted In ths 1663 QAO report 
”... broadening ttie number of patients ecraldered for on 
organ may result In eeteofing a peHent who is better eiited 
for du organ or has been wafOrg longc.'.* 

The Uver Controveny - Alloeetlon of 
Liven In the UnHetl Stetee 

The prinelplee of liver eloeetlon were flrat deeoribed 
In 1687 and adopted by UNOS, but have cfianged from 


their original intent Orginafly, overwhelming weight for 
Bver distrttHitfon was given to urgency of need, because 
fftere is rv> treatment option comparabla wfth the artifl- 
dal kidney. This is In keeping with the orlglrtal Intent of 
Aver transpiantatlon. that is. to provide a life-saving pro- 
cedure for those who had fafiad all medical artd rjrgical 
opborrs. Tha appropriate liming of fiver transplantation 
reqiires a natlor^ donor pool from which the recpienl 
population oan be lervad, as called for by NOTA. The 
Introduction of the University of Wtacor^ln solution in 
1667, and prompt defineation of Its capabilities by the 
&to of that year, made H possible tor safe shipment of 
fivers between most locations In the United States. In 
August, 1960, a meeting of the Liver Subcommittee of 
UNOS passed a motion to arier the allocation policy, by 
ramovir^ tha most urgent category (UNOS STAT), and 
creatlrtg a second tier of Rvar distribution to the 1 1 UNOS 
regions, h which organ movement was diacouraged. 
This policy was adopted by the UNOS Board of Direc- 
tors later that year, and look affect on January 1 , 1 691 . 

Prior to 1691. flte majority of fiver transplanta were 
performed In more urgent categories (25% on file sup- 
port, 36% hoapitalzed or ICU bound, 31% homebound, 
and S% functional paHents). Since then, tha trend has 
been ts etduda the more urgent status patients result- 
ing irv an Increase In the percentage of *electlve* inm* 
r^an-s (1993: 12% on life support, 28% hospitalized or 
ICU bound, 36% homebound. and 24% functtonal po- 
tfonts). This Is responsible for the high proportion of 
wailing lief deaths which are comprised of hospital-bound 
and ICU candidates. 

As ar^alyzed In 2 manuscripts (Bronsiher 0, et al, 
JAMA, 1 694, 271 ; 1 40, and Eghtasad 6, et al, Hepatology, 
1934, 20(Si 1)36). "alectiveJy Iraneplanled* patients had 
an overall SO-80% ona-year survival wfthout liver trans- 
planlaSon. and thus, thaae atudlea auggast tha! these 
pabents would have an even higher survival without fiver 
trihsplwri interventiori (naUonai aurvivaJ of 77%) et one 
year. A recent analysis perfomied by UNOS revealed 
that the relative risk of dying for ^romebound” (Status 3) 
Iver traneplant candidates and thosa that underwent 
*e{ectfve” Over IransplentaDon, wee not different up to 2 
yeeie after Initial Deling. They ooncfudech *ihBre le no 
net survival benefit cl Bver trenaplantatlon for Status 3 
paHents wfihin the firM 2 years following tronepfantatton.” 
On the other hend, Hver traneplanbUlon ia moat efficient 
In Bw setting of iraniplanlatlon of hospitalized or ICU- 
bound patiente, os determined by the THe yeare galnecf 
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analysis. TMs typs ol analysis has been accepted by 
the Consensus Conference on IndlcaSone of Uver Trans- 
plantaton (Bismuth H, Hepatology, 1894 . ao(Sl 

One intent of UNOS to keep organs locally Ls to en- 
hance the survival of low volume, but local eentare. This 
shirt of organs from a national resource to that dictated 
by local programs Is readily apparent. In 198fi, 44% of 
the livers transplanted were from nationally 'shared' or- 
gane. By 1S94, this had fallen to 10%, end the number 
of locally used organs Increased from 26% In 1888 to 
60% In 19S4. The emphasis on local tee hae led to e 
loss of oversight on the quality of Hver transplar^ta being 
performed. A recant analysis by UNOS revealed that 
lha volume of transplants performed by a cerrter Is dl* 
rectly correlated with results (UNOS Update. 1864). 
Survival a'ter l^r transplantation has been ehown to be 
related to center elTscts, with centers performing fewer 
than 11 cases per year having a 2.4 ti.'^es greater likeli- 
hood of death, and centers performing 10-34 transplants 
per year having a 1 .6-1 .8 time greater likelihood of death, 
as compared to those that perform 35 or more liver frans- 
plants per year. A similar analyeis was also completed 
by iTie Cleveland Plain Dealer, which revealed a higher 
mortality at centers that perform less then 12 transplants 
per year, L^.e minlnum yearly requireme.nt for Msdicsre 
certincatlon. Aa noted In the Parle consensus document 
The competence ef liver trartspiantalfon learns. wNch 
varies widely from center to center, depends largely on 
the number of operations carried out; there should thus 
be a yearly minimum to ensure uniform quality.* Unfortii* 
naiely. pedents are entfced to move to centers wiVt shoder 
waiting Cites, with less emphasis on the quality of the 
program. 

JustWcatton of UNOS Policies - The 
“Managed Care Mentality" 

In order to obtain the credibility (and profitability) 
associated with 'goocT results, some programs, under 
die present UNOS policies, can systematically exclude 
candldaies because of: the nature of the llverdUease, 
the added risk ol age extremee, advanced dsease, ex- 
trahepatie oomplieatlons. previous abdomlnai operatlone. 
history of soda) behavior, or other less well defined fac- 
tors, which are krtown (or eseumad) to degrade results 
or tnoreese costs. This meneeOty vras the Impetus for a 
recent controversial dtange in the aselgrvnent of priori- 
ties for panents awaiting Hver transplantation (see fol- 
lowing sectton). Most such rejecKd candidates an our- 


nrttly deprived of the right to treatment, because If they 
go to other regions, where good fadlWes abound, or- 
gans are seance. Even worse, the Insurance canrlem 
(Including goverrment agencies, such as Medloaid). may 
refuse to allow treatment outside the region, on grournis 
of nor.-candidacy pronounced by a Ram (or teams) in 
the originating region. More experienced centers already 
face a growing stream of relected candidates, who have 
resources, or are champkxied by their own physician, to 
seek second opirlons. These centers have reported 
•xeeltent results following traneplantatlen of these can- 
didatss, rejected by the paOents' own local programs. 

While only economically efficient transplant pro- 
grams will eurviva in a managed care environment, we 
must insure that transplant centers are gauged on cost 
efficisney on a level playing field. Those centers that 
may be efficient but accept only Inapproprtatefy 'blue rib- 
bon* candidates must not be compared to those that are 
efficient but accept crftioally Ilf patients. This issue has 
been recently addressed by tt>e Health Cere Finance 
Administration (HCFA), that stated: Tne posttransplant 
mortality rate must take in account the contribution to 
the risk of death the condition of the patient ... if It Is 
to reheol accuRR'y the proficiency of the canter. I! It 
does not It wf:! serve as an Incentive for centers to avoid 
the sicker patients who might well be the ones who ben- 
efit most from a Bver transplant.* (Kftpa VE. et aJ, Trans- 
pJantaton 1993: 56:664) Some will argue that Iratiaplaril- 
kig sicker pab'ents will cost the healthcare system more. 
But what greater waete of healthcare ddlara than trans- 
planting patients who do not yet need the procedure, or 
the costs associated whh watcNng a hoapitaiized candi- 
date deteriorate and possibly die from lack of a Hver for 
trsnsplantaflon? 

In the arena of oversight, little has been done to 
revfev/ the qua.1ly of the transplant programs which man- 
aged care designates as 'centers of excellence'. There 
is a perception that 'excallanca" refers only to cost con- 
tainment and not medicai outcomes. Managed care 
piane examine foefore which may Increase hospital stay 
and costs, such as the risk proRls of the center's trans- 
plant candidates, the median waiting time, 
retransplantalon rates, and Immunosuppressive and 
anomfcroblat prophylaxis regimens, but do not seem to 
factor In medically ratafad outoomea. In the 1 994 UNOS 
Center Specific Aepoft an analysis ol the 68 Hver trans- 
plant programs revealed that the majority of iNer trans- 
plant programs (73%) had an actual pedant survival slmi- 
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iar to th« e«>cut«t*d surv^/ai n». Oniy 6% of prog^mc 
hid in ictinJ lurvh/fj lattidcaBy b«(tcr thin ttw cilcu* 
atid surv^/ll atn. Twmty pircmt of (hi Ivir trim* 
plant programs hid sadsttciRy tlgntflcintiy worn lo- 
full survtvil as compared to oelcuiited rjrvlval. Those 
•tidctica have not changed in the 5 yea-i the! UNOS 
has been ct>lleotlng ar>d analyzing ih.ie data. Clearly, the 
public must be Informed about the Issues of quality as 
well as cost. Compedlion has beooma Intansa in re* 
eponss to tfie designation of "centers of excellence*. In 
the moot recent UNOS Center Spedflo Report, one cen- 
ter was quoted as stating ‘The reduced survrrel ... stems 
from a combination of factors .... a policy rfiscouraging 
retransplanhiljon. and early wltlKfrawel In patients requir* 
ing prolonged Intensive cere", deerly a reflection of coat 
oonsiderations Impacting patient care. 

Failure of the OPTN Policy Develop- 
ment Procedures 

In 1 989, a pc&Oc notice by HHS mandated that OPTN 
polfcias be reviewed and receive form^ approval d 
Secretary in oraer to be enforced. Congress rrade it 
clear that the 1990 amendments ‘reflect deep concern 
on th.e pari of (Congress) In (he manner in which the 
OPTN has furtctioned. It is the Intent that this bfl wilt 
assist in a midoourse eorreccon.* (Senate Report ttOl- 
S90). Unfortunately, the midcourse correcflon never 
ca.ma and sfrce then there have been numerous ex- 
amples In which major charges in OPTN policies have 
been implemented without safeguards, resulting in dras- 
tically altered practices ^ transplantation. For axantple. 
the current Inequities ^ liver aflocation can be traced 
back to a single change si liver allocation .made by UNOS 
and i.mpiemcnted on January 1, 1991 (see above). The 
Impact ol this change in policy, was p.'s<£cted, shortly 
alier the policy took effect In a letter to the executive 
Oireclor of UNOS. dated March 19S 1 , Or. Thornes Starzl 
wrote: V/ith the reform (the 1 991 Uver ai'ocetion change) 
... the pattern has drastically charged. The ar>e criterion 
vrhich was me universal condition of eq Jty. greatest need, 
no tonger counted for anything. ... The reform le contrary 
to the principle ef equity to patients, which Is our fore* 
most rrandaie.* 

The lack of oversight in passing UNOS policies was 
died in the 1093 GAO report *...the polidee of UNOS. a 
prNate contractor, are advisory. HHS rrus* deve'cp these 
policies as federal regulatJone for them to beoorre re- 
quirements with which organ procurement c.'gan’zaifone 


and banspiant cantara must comply.” Thfe amphaafxaa 
9)1 need for UNOS poBciea to be approved by the Sec* 
letary of HHS m the usual regulatory manner, to asaurt 
eompifanca with tedaral regulaiiona. Over 6 years after 
the original public notice publication, there atHI are no 
final rules which have bean approved, although a Notice 
o! Proposed Rule MaMng was published in the Federal 
Register on September 6. 199^. 

The structure of the OPTN and the procedures 
adopted by the OPTN have also been an area of contro- 
versy. UNOS Is a membership organization which is 
comprised of mostly representatives with involvement In 
transplantation activities. Currently, leee than 30% of 
the voting Board of Directors of the OPTN consist of 
members from ^ 'genaral public.* Nevertheless, this 
governing board approves the polldes which govern the 
welfare of transplant patier)ts cantera and OPO's. This 
posse a potenGal (if not real) conflict of interest, by pos- 
aibly initusndng Board members to consider the pos- 
sible Impact of Ihoae daciebna on their tranaplant cen- 
ters. As stated In the 1 993 GAO report ‘Favoring trans- 
piani centers over the needs of patients )a contrary to 
federal law.* PaDure to address these connicis of inter- 
esb, and to address the conoeme of tha patients, will 
CTity serve to heighten the suspldone raised In current 
surveys showing a reluctance to donate because of per- 
ceived inequities. 

As If the 1991 assault on the fairness of the trans- 
plant system was not enough, UNOS dealt the concept 
(rf lustlce” another blow at the November 1990 UNOS 
Beard of Directors meeting. UNOS opted to eliminate a 
large group of high-risk candidates from being consid- 
ered in the highest prionly class (Status 1 ). thus remov- 
ing the onus of responsibility of transpient surgeons to 
decide which patients would benefit the greatest from 
ftver transplantation. UNOS based this action on the 
rather dubious assumption that patients with acute Sver 
failure have a 'greater chance of survfvaT than patients 
wito chronic fiver faAure. At a recent NIH conference on 
ao^e ifver failure, it was determined that *severly Bl pa- 
tients with eftber acuta liver failure or chronic liver failure 
have the same chance of survival when dlagnoels irtoe- 
pendent factore are taken into consideration*. Analysis 
of the UNOS Uver Registry shows that the magnitude of 
survival differance Is onfy 10% at 2 years after trans- 
plantafion (acute Status 1 - 67% vs chronic Stetus 1 - 
57%). To put this Into perspective, Afro-American kid- 
ney transplant patients have a 9% worse outcome lhan 
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C«ucaft’ftn kidne/ U«n«pi*nt ptfitnts. Ptdlitrfc hMrt 
transplant paUanta under the aga ot ona have up to a 
20% woraa outcoma tftan oldar paflanti, but ftfll ara givan 
lha Nghast priority tor heart trtnaplantitforv Rwoddba 
unooosoionabla to deny tranaplarttallon an the baaia ol 
aga, aax or race. 

In 1993. both UNOS and an Indapar^dant oanault- 
Ing group davaiopad computer modela to pradkt the af* 
facia of changas In organ allocation In Rvtr tranaplanta- 
ilon. Thaaa computer modala ravaalad ttat tha poAdea 
aoUvaly conaidarad by UNOS wlH result in: 1} no improve- 
ment In the Inaquitiaa in waiting ttmaa; 2) an Ineraasad 
number of padenta dying wNIe wafting; 3) no ignincant 
incraase In the numbar of transplants parformad; and 4) 
a condnuad policy which allowa alacflva transplants to 
ba parformad whan a rrwra needy pedant aidats atoa- 
whare. UNOS has defended this policy: *A small group 
moved up to a higher oetego/y, as opposed lo moving 
soma paopta down." This la irreonsistent with the results 
ol the computer model, whioh shows that the number of 
pedants trans(^led In the previous chronic Status 1 
group will actually dadlna by 50%, resulting In bicraasad 
deaths of pat'enta cn ttia wafting list 

Policies that emphasized equity were eliminated 
from conskJaratlon by UNOS membership. Supporters 
of UNOS Justify their actions by claiming that transplan- 
Udon should aitarrpt to *^axlml2e pedant surviveT and 
‘maiimiza the benefit of tranepianUdon.* Ai tact value, 
these aeem to be the epitome of die UNOS concept of 
•utility.* Under the UNOS policy that prevents sevarafy 
lif, chronic liver failure pat'enta from gaining top priori^, 
the national aurvlval rates after Ifver Irwplantation may 
Improve by V6%. However, the transplant community 
could iripia the Improvement in survKal by « mply elimi- 
rubng poorly pertormlng tnsnsplant programs, it la of 
intareat to note that the majority of programs diet ra- 
eponded to a recent UNOS questionnaire did not favor 
consideration of center performarKa In the aliocaSon of 
organs. Similarly, the ergument that the currant trend of 
transplanting elective pelients provides the 'maximum 
benant* is also flawed. Studlaa have shown that bans* 
planting alacUve pattanta residing at home, does not pro- 
vlde a net survival advantage following (rarwplantBtlon. 
On the other hand, patients who are ifch enough to re- 
quire hospItaNzaHon (Including ICU-bound patlenta} have 
a net survival benefit of 50-60% tn the first year following 
transplanUticn, because of their poor prognosis without 
transplantation. 


UNOS hat stated ttiat ihair policy development ra- 
Bm on a ‘paioatvad benafir for a eharrga; but for whoaa 
berwf!!? n appears that the moat knportant prinoipla has 
been lost, namely that pattant benefll ahould ba the pri- 
mary ofitarfon lor the nafiorwl tivar allocation policy. 
UNOS has acted without due conaidaratlon to IN adan- 
ttfio method, that la. one based on data. UNOS ahodd 
first correct die dlaparltlea In ”aqun/ by providing trana- 
piania to more madfoally needy palients (e.g. Inpatlenti 
before outpatients^ and almuftaneously minimize gao- 
gmphio barrlara b the extant permRtad by organ viabil- 
ity. ao that organa could flow to the slckar pedants, wher- 
ever ihey ara located. 

Propostd Uodlticationa to the Liver 
Allocation Policies 

In daveiopfng a rattona! and agultable policy gov- 
erning Rver allocation policies, and also tor other organ 
•liocadon poilcias (sudi as heart, lung, intestine, pan- 
creas. and even Iddney). the foltowfng should ba taken 
into account: 

1) Retire dial any anoeadon aohema be based upon 
prfnciplea set forth by die 1984 Nslional Organ 
Tranepfant Aci and accepted prindpies of transpfan- 
taDon. These Indude: 

a} Provide priority to transplantation of the moat 
madlcalfy urgent oancfidates (those with the short- 
est amount of time lo live wtthout traneplentaSon, 
and theratora those who stand to gain the most 
from bansplantaiion), 

b) Ual candidates on a national list ao that access 
to transplantatton la equitable, 

c) Allow patients to chcosa the center where they 
win be transplanted (influenced by reputation, 
quality of program, networks and *een{er8 of ex- 
caflence*, and not by differencaa In length of wait- 
ing flmas). K a center fafla to raorult candidates 
(either because of cost or outoomes), R will be an 
axpreaslon of cSsaedsfaction by poiendal redpl- 
anta who should have the right to join the waiting 
Dsb In other regions, ralhar than ba captfve to 
die organ auppty at a transplant center. If not In- 
carcerated by regional boundaries, organs wDl go 
to paCants fisted In regions where there la canter 
excellence, even In smaller population areas, and 
good centers wiR be able to build thetr ovm re- 
cipient Ists end compel with the traditional bole 
ol quality service and the improvements of care 
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then can be engendered by effecUve research 
and development programs, 
d) Enhance developmental programs In traneplarv* 
taton which will improve organ uWizallon, and In* 
crease the population which transplantation wtR 
beneft. For example, the uce of *epllt*livere.* 
which allows an adult liver to be split Into a right 
half and a left half, could potentlalty Increase liver 
avaiiabittty by up to 30% (Ragle rs, el al, Ann. Surg 
1996:224:331). A pdloy which encourages the 
wider sharing of livers would Increase portfdpe* 
lion lr< such a venture, thus benefitting many rrwre 
paiients than UNOS predicts by reatdcUng access 
to liver transplantation. Maximizing ”split*river* 
trar^plantatlon could potentially Increase the 
nurnber of irarvaplanlable livera from 4,000 a year 
to over 5.000 a year. 

2) Insist on proactive governmental oversight to assure 
the public that appropriate policies are ki keeping 
with the Interests of patients and tha field of trans* 
plantation. Policies put forth by the OPTN ahould 
not be approved as regulations by default. The gov* 
emment should not substitute Its judgment on purely 
mecical transplant Issues, but organ transplantation 
and organ allocation ere certainly significant bsues 
on which larger public policy concerns should be 
brought to bear. Since substantial taxpayer dollars 
are spent on transplantation through Medicare and 
Medloaid, It Is Important that the government evalu* 
ate how the transplant policy process and the 
cont.'scior's policies maximize ihe proper use of 
scarce organs, whether the policies promote pwl'ent 
interests as strongly ae possible, whether the poll* 
cies are sound, and whether the policies are in com- 
pliance with the law and any pertinent regulations. 
HHS should also seek to implement review o( the 
quality ol transplant programs, and should be dl* 
reeled towards: 

a) Ongoing review of transplant programs, review* 
Ing both current (past year) anq cumulativa (1 967- 
p'-esent) experiencee. The programs fairng be* 
low a given level for ona-ye ar survival (taking into 
account factors which have been Identified by 
UNOS) should be reviewed by HHS, and where 
appropriate, corrective action should be taken. 

b) Developing criteria to evaluate the ber^eflt of bare- 
plantation, taking Into account: cest, Impact on 
survival according to status, and deaths on the 
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watting Set. This is particulafly true for trar^apla^• 
lation of a Ifa-savfng organ (e.g. Rvar, heart, king) 
for those who tailed alt ottier medioal and eurgK 
cal options. For example. Rvertraneplantatton ta 
most efficient In the setting of transplantation of 
hospitalized or ICU-bound pallenta, os deter- 
mined by the ^e years galnecf snalysis. 

c) Rr/lewtng Ihs Impact of poRcy changea on tha 
availability of organ tranaptantatton to candidates 
of Bit racss and sodoeoonomlc classes, and with 
respect to severity of medical condition. For ax* 
ampit, the tendency to endorse ttetlng of patients 
with liver disease at an earlier stage In the course 
of their disease, wfll only serve to lengthen watt- 
ing times, provide fewer Inoenttvee to utiRze al- 
temelive medca) and surgica] therapies, and de* 
crease the net benefit associated with liver trans* 
plantation. 

d) Providing access lo the Scientific Registry deia- 
base, with appropriate safeguards for patient oon- 
fidenfiality. Ihe purposes of bona fide ecten- 
tifle irtquirtes. 

3) Restructure the OPTN Board of Directors to Ittciuds 
a significant group cf patient representaUvea arxl 
donor tamillas, to avoid polenOaf of conricts of In* 
terest. 

CONCLUSIONS 

The concept of a patient-driven allocation requires 
restoration of the original emphasis on medicat urgency 
end equity. The emphasis pieced on allocatirg organs 
by OPO and UNOS regions, vrithln which boundaries, 
life saving organs could be used without consideration 
of patient need on a rational basis, toppled the funda- 
mentei purpose of NOTA, and has encouraged an In* 
crea^ngly divisive center-driven mentality. A unified 
movement within UNOS has mode It harder, If not fm* 
possible, for profoundly eick patients to obtain trar^splan* 
tatlOT. so that these organs oouid be used preferertieJIy 
for less medically urgent, and therefore 'elective* pa- 
tients. A patient-driven afiocetlon system would provide 
organs to patients with an urgent need, but not for elec* 
five candidates. If thare is an overriding nead elsewhere 
In (he cotoitry. For patients of equal medical urgency, 
signillcant weight should be given to time waiting. Con* 
skfersUons ol organ afiocation should emphasize eoUty 
measures first and utiRty measures second. Survival 
concerns must take precedence over quality of Ife mea* 
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•urig, inciudlr.g oo9Vb«nefH measures. Tht cliocation 
gytt«m must ba based upon principles, among which 
patient conceme are primary. The guiding phAoso;^ ol 
1 national policy should be the prompt tnnsplantatlor^ 
for. rioi avoidance ol, bonaflde candidates, thought most 
certain to die vri’iicut such Intervention. 

It a only now that the whole range of public policy 
consequences of lAocatlon of scarce resources ere start* 
ing to be examined orttlcaAy, IncludlnQ the operafion of 
the OPTN. aa well as Its organ aKocelion policies. While 


the tranaptenl community supports all possible InjtietKree 
to irforease the rate and number of organ donors so that 
as many orgarvs as poaalble oan be available to the pa* 
Hents who need b'.em, this can only be done In ttie set- 
ting of support garnered by trust In those that allow the 
whole Raid of irar^iantaQon to eidst. namely the altruis- 
tic donor. The barspiant community must athva to earn 
this trust by Insu'ing equity and access to transplanta- 
tkw. 


jQtn J. Fung. MD is $ surgeon and Is Dirsew of fhe Bw, idcfiney and pancteas transplant programs at (he Thomas 
£ Starzl Transplanutfon Instftuts and (he Unfvanity of Pittsburgh. 

John P. Roberta, MD Is a surgson at ths Caflfom'a Pacific MadIcsl Center and the University of Callfomfa, San 
Francisco. 
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Mr. Shays. I think that mic did work better, actually, and thank 
you for that suggestion. When we take questions. I’m going to have 
you, rather than bring the mic back and forth, just use that mic 
and just speak loudly. We really have seven witnesses, one who 
wanted to be a recipient and lost her sor, one who was a recipient, 
and one who lost her husband who was a donor. And then four of 
you who have gotten into the whole issue of this but have not had 
a personal relationship with this issue. That is a fair summation. 
And we’ll start with Mr. Barrett, Congressman Barrett. I’m pretty 
certain that we will just ask a number of questions, then go on to 
inviting the audience to address this issue as well, but Mr. Barrett. 

Mr. Barrett. Thank you, Mr. Chairman. First I want to applaud 
all the members of this committee, in particular those who have 
been affected by this on a personal — I am amazed by your courage 
and in the way you have handled what’s obviously a crisis in your 
life. And I don’t know that everybody could be as strong as you 
have. So my compliments to all three of you. 

And to the other four witnesses, I will state at the outset what 
I stated at the outset of the last panel. And I think we have an 
issue here where good people are disagreeing with the best of in- 
tentions. I think that all of us in this room are concerned about pa- 
tients. During the break I talked to a couple people who have been 
here, and the complaint I got was what about the patients, let’s get 
to the patients first. Unfortunately, there are patients in Wiscon- 
sin, there are patients in Pennsylvania, there are patients in Ala- 
bama, and they are all good people. That’s what makes this so dif- 
ficult. 

I’d like to start with you, Ms. Heitman, because you talked about 
your insurance company. Do you feel that the insurance company’s 
attitude toward you was based on economics? If you could just 
elaborate on that. And I’d frankly be interested in knowing what 
insurance company you dealt with, if you’d be willing to share that 
with us. 

Ms. Heitman. Initially 

Mr. Shays. No, that mic is not a great one either. We can’t go 
too far down the line here with it. We’re just waiting for — let me 
just say that since we don’t have a company here to defend itself 
and so on, if it’s not necessary, I think we — are we all set or — take 
your time. Our court reporter is Colleen Reed, and we’re just very 
grateful that — ^you’re a Milwaukee-based person now, we didn’t 
bring you out from Washington here? 

The Reporter. No; I’m from Milwaukee. 

Mr. Shays. From Milwaukee. We could give you a hand for par- 
ticipating. Thank you very much. [Applause.] 

Are we all set? All set. Ms. Heitman. Thank you. 

Ms. Heitman. Initially it did appear that it was finances that 
were driving the decisions. When we first contacted the insurance 
company, they said that a lung transplant was an experimental 
procedure and we should just basically go away, that this was just 
stupid for us to think of putting our son through this. And then 
after they realized we weren’t going to go away, then they offered 
us the various States to go to. They had no answer for us when 
I said, well, then I would have to lose my job, lose the insurance, 
and relocate and what about my other son, who also has a chronic 
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illness, and my husband, they, you know, sorry, kind of too bad 
kind of things, those are my options. And then they offered the 
final option, which was their service of excellence, and that was 
linked with the HMO. 

Mr. Barrett. And what was your understanding as to why they 
asked you to move to those other States? 

Ms. Heitman. Because they really promoted that the other 
States would have better opportunities for the transplant itself, 
that they were, the numbers that they were telling us, the numbers 
were better. 

Mr. Barrett. Do you know whether they had an economic rela- 
tionship with any of the hospitals in those States? 

Ms. Heitman. No. I don’t know that. 

Mr. Barrett. OK. I was — I found it interesting. Dr. Fung, if I 
can go to the other end of the table here, because of the experience 
I think you have heard here in Wisconsin where the majority of the 
patients are from this area, that 60 percent of the patients that go 
to the University of Pittsburgh are from outside that area. I want 
to applaud the University of Pittsburgh, maybe because my father 
went there for a year, but I find it interesting. Can you tell me how 
that’s developed, how such a high percentage has come from out- 
side your area? 

Dr. Fung. Well, if you look at the United States, they have these 
things they call metropolitan statistical areas, and half of the coun- 
try does not live in an MSA that has a transplant program. Four- 
teen States don’t have transplant programs. Only one-half of the 
transplant programs in this country are Medicare approved. So pa- 
tients are already forced, one-quarter of patients have to travel out- 
side their own State to get a transplant. Some programs don’t have 
pediatric services, so patients 8U*e already forced to move, regard- 
less whether or not their insurance company forces them to do it, 
don’t have the access, either turned down by smaller, less experi- 
enced programs or whatever reason they travel; have to go some- 
where else. I think what we are advocating is because the patients 
have to travel for whatever reason, they shouldn’t be penalized. 

Mr. Barrett. You’re a doctor from Wisconsin. Is the University 
of Wisconsin a Medicare-approved facility? 

Dr. D’Alessandro. Yes, it is. 

Mr. Barrett. Why the vast difference between University of 
Pittsburgh, University of Wisconsin? 

Dr. D’Auessandro. I can’t explain the total difference. I do know 
what I’m concerned about is what you mentioned earlier in the first 
panel, is that there will be intense and fierce competition for the 
recruitment of recipients, and despite what Dr. Fung says about 
not recruiting recipients, every hospital attempts to recruit recipi- 
ents. Even though the HHS people have mentioned that there will 
be ways that hospitals are forced to increase organ donation, that 
does not eliminate the fact that many centers will indeed attempt 
to recruit as many patients as possible, because if you recruit as 
many patients as possible in a system that is totally equity based, 
and has eliminated utility from the equation, livers will go to the 
largest centers who are able to have the largest lists, and that is 
one of my very serious concerns. And the second concern that I 



132 


mentioned earlier, a consequence of that will be that organ dona- 
tion from the local communities will decrease. 

In Madison, 95 percent of our patients are from Wisconsin. We 
have about 15 percent Medicare, Medicaid. I believe Milwaukee has 
about 20 or 25 percent. 

Mr. Barrett. Is there a disagreement among — within the medi- 
cal community about the mortality rates? Are large centers better 
than medium centers? 

Dr. D’Alessandro. The only data that exists and that is pub- 
lished is that a center that performs less than nine transplants per 
year, and there are very few at this point, I don’t know the exact 
number, but those are the only centers that are shown to have any 
decrease in survival with the procedures. 

Mr. Barrett. Would you agree with that. Dr. Fung? 

Dr. Fung. Well, unfortunately, the median number of trans- 
plants performed in this country for liver programs is 10. That 
means almost 50 percent of the programs fall in that realm. And 
actually, the study was one less than 11, 11 and less per year, and 
a higher mortality rate on the order of 2^2 times greater. Half the 
programs in this country don’t fulfill minimum Medicare require- 
ments, which are 12 per year. 

Mr. Barrett. OK. So you would argue that there is a higher 
mortality rate for those that 

Dr. Fung. It’s a conglomerate. I’m not saying 

Mr. Barrett. I understand. 

Dr. Fung [continuing]. It isn’t right. There are good small pro- 
grams. I’m just saying in general the whole package, which rep- 
resent more than 50 percent of the programs in this country. 

Mr. Barrett. And your response to that. Doctor? 

Dr. D’Alessandro. I would like to see the actual numbers of cen- 
ters that perform less than that. Dr. Fung has alluded to the fact 
that small centers and medium centers are good. There have been 
through UNOS Committees ways to look at very small, I mean 
very small percentage of centers that haven’t performed up to ex- 
pectation. I think we don’t want to get sidetracked from what we 
believe is best for our patients in looking at large centers, small 
centers. The overwhelming majority of centers in this country have 
results that are equivalent, if not better, than the large centers. 
Large, medium, small, the majority have equivalent results. The 
technology to perform liver transplantation is not something that 
needs to be performed in regional centers. This is something that 
can be performed in every State that has a transplant program. 

Mr. Barrett. Again, I want to state though that I — even though 
I think everybody in this room is concerned about patients first, I 
also feel very strongly that there is a strong economic element as 
to what is going on here. I’m not sajdng that is good. I’m not saying 
that is bad. I’m saying that economics plays a part in what we are 
doing today. It’s my belief that the donations in a given location 
will increase if there’s, if there is a tie to the area. This morning 
Congressman Shays and I talked to a woman who had received a 
transplantation, a transplant 10 years ago, I think it was, and she 
talked about the television coverage and how her friends got in- 
volved and there was real sense of community when she had the 
transplant and she had it here. My concern is if we move to more 



133 


concentrated areas, that you are going to see less of that sort of 
local tie, what’s the good news. And people sort of lose the tie to 
it. And it becomes more of a, OK, it’s a good thing, but it doesn’t 
have an impact on my life. Do you think that I have a real concern 
there. Dr. Fung? 

Dr. Fung. I think just in principle I believe that the 

Mr. Shays. I want the mic a little closer. 

Dr. Fung. Just in principle I believe OPO’s have a job. They are 
to educate and enhance donation. They shouldn’t be involved in the 
distribution of organs or deciding who should get organs. That 
should be the OPTN with the transplant program, determination 
based on medical policy. The problem is that OPO’s get involved 
with all these controversies. Half the time that is spent in an OPO 
director’s day deals with organ allocation and distribution 
which 

Mr. Barrett. So you’re sa3dng they should be concentrating ex- 
clusively on obtaining organs? 

Dr. Fung. Yes. I do. 

Mr. Barrett. Shouldn’t we then be putting our concentration on 
punishing, disciplining, encouraging those OPO’s who have done a 
poor job? 

Dr. Fung. Well, that’s part of the HHS regulations. That was 
published in the Federal Register. There are minimum perform- 
ance criteria for OPO’s. The problem is that, again, it’s a political 
potato. About 2 years ago there were a number of OPO’s that were 
identified as being suboptimal. They were going to be reviewed and 
appropriate changes were going to be made. They were either being 
incorporated by another OPO or something. New administration. 
But, in fact, what ended up happening is nothing happening. 

Mr. Barrett. Do you have people on staff, paid people on staff 
to encourage the procurement of organs? 

Dr. Fung. We have in-hospital, in our own hospital in our health 
system, we have people that are volunteers that are usually part 
of the hospital nursing, physician center. 

Mr. Barrett. I understand. 

Dr. Fung. No, but the OPO’s 

Mr. Barrett. No, that is not my question. My question is, do you 
have employees at your hospital that are involved in trying to in- 
crease organ donations? 

Dr. Fung. In the community or in the hospital? 

Mr. Barrett. Either. 

Dr. Fung. Well, I would say they are all volunteers. 

Mr. Barrett. No paid employees at all? 

Dr. Fung. They’re not paid to do that. The OPO is paid, the OPO 
coordinators are paid to do that. 

Mr. Barrett. OK, I understand that. But I wanted to know on 
staff whether you had any — nobody — Dr. D’Alessandro, at the Uni- 
versity of Wisconsin is anybody 

Mr. Shays. Can I say something? The audience is going to have 
an opportunity to make comment, but it’s not now. Now it’s the 
witnesses up here. 

Mr. Barrett. Is there anybody paid at the University of Wiscon- 
sin? 
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Dr. D’Alessandro. Only people who are in our OPO, of which we 
have five employees. 

Mr. Barrett. Who pays them, the OPO or the hospital? 

Dr. D’Alessandro. In our situation we have a hospital-based 
organ procurement agency, as opposed to an organ procurement 
agency that is independent from the hospital. So our hospital, they 
are employees of the hospital, and they are paid from the hospital. 

Mr. Barrett. And that’s different from Pittsburgh then. 

Dr. Fung. Most of them are independent OPO’s in the country. 
Few of them are hospital based. 

Mr. Barrett. OK. Mr. Volek, you are an OPO director. What I’m 
driving at, because I believe that there’s an economic incentive for 
hospitals to go out and procure organs, especially if they believe 
that those organs are going to be used within their region. Con- 
versely, I believe that there is a disincentive and that if you have 
an OPO that is a hospital-based OPO or with any relationship to 
the hospital, that if there is no longer an incentive to bring those 
organs into that hospital, that that will decrease the incentive for 
them to go out and get them. Am I off base? What is your response 
to that? 

Mr. Volek. Well, I believe that — first of all, we are a hospital- 
based OPO here. We’re based at Froedtert Hospital. And last year 
Froedtert had 32 organ donors, which puts us among the top donor 
hospitals in the United States in terms of actual numbers. I think 
it’s very difficult and from the community perspective to decouple 
the value of having a local transplant center from the organ dona- 
tion process. I would have to say I believe here in Wisconsin that 
organ donation has benefited because of the growth in the visibility 
of two very strong transplant programs, and so the public hears 
daily from the transplant center’s side from a marketing perspec- 
tive and promotion the success and the benefits of transplantation 
and the need for transplantation. And so you have, we have Wis- 
consin patients or, patients or individuals in our area who are 
hearing about it. The OPO goes out and carries the message to the 
community and says look at it. We have got excellent programs in 
our State. We need to support them, and the public gets on board 
and gets behind it. 

I would say that regardless, from my perspective as an OPO di- 
rector, albeit we have, we’re sitting here in the middle of a trans- 
plant center, I would say regardless of the outcome of this debate, 
our efforts to identify potential donors will not diminish in the 
slightest. In fact, I think if we need to fight sort of on a handicap 
because of some perceived inequities locally in terms of donation, 
we are going to work all the harder. 

So, no, from the OPO perspective, I think it’s — I don’t expect to 
see a lack of or a loss on enthusiasm. I think we have to do it, and 
as Dr. Fung said, we have a job to do. And that is why we have, 
for lack of a better term, the franchise to provide organ donation 
services in this area. But, again, I would reiterate that I don’t 
think we can decouple the value of having a local transplant center 
and local recipients in closing that loop on organ donation with our 
community from the overall donor awareness effort. 

Mr. Barrett. Mr. Chairman. 
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Mr. Shays. Thank you. For the record, GAO has provided testi- 
mony we will put in the record. It’s entitled, “Assessing Perform- 
ance of Organ Procurement Organizations.” So it’s appropo to this 
question. 

[The information referred to follows:] 



136 


Mr. Chairman and Members of the Subcommittee: 

We are pleased to contribute this statement for the record as part of the 
Subcommittee's review of issues concerning organ donation. Our comments will focus on 
the current standard for assessing the effectiveness of organ procurement organizations 
and alternatives to this standard. 

Advancements in organ transplant technology have increased the number of 
patients who could benefit from such transplants. The supply of organs, however, has 
not kept pace with the growing number of transplant candidates, continuing to widen the 
gap between transplant demand and organ supply. With the passage in 1984 of the 
National Organ Transplant Act, the Congress sought to increase the organ supply. To 
some extent, this has succeeded: the number of cadaveric' organ donors increased 33 
percent between 1988 and 1996-from 4,083 to 5,416-and the number of organs 
transplanted from cadaveric donors rose from 10,964 to 16,802 in the same period. 
Nevertheless, the organ supply has not kept pace with demand, and over 54,000 patients 
are now on the waiting list for a transplant 

The Department of Health and Human Services (HHS) has just published a new 
regulation to change the allocation of organs from what is now a largely regional 
approach to a more national approach.^ Under current policies, matching organs are 
usually made available to all listed patients in a local organ procurement area before they 
are made available to other patients. Today we will discuss a key element of the current 
system, the local organ procurement organizations (OPO), rather than the impact of the 
change in policy. 

To help the Congress better understand the operation of the organ allocation and 
procurement system, we have issued several reports over the last few years examining 
the equity of organ allocation decisions, variations m padent waiting times, and the lack 
of adequate measures to assess organ procurement effecdveness,® Most recently, in 
November 1997, we reported on our examination of the approaches for assessing the 
effectiveness of OPOs in increasing the organ supply.^ Our statement will focus on this 


‘Some patients receive organs, particularly kidneys, from living donors. In 1996, 3,524 
people donated organs. 

^63 Federal Register 16296 et seq., Apr. 2, 1998 (to be codified at 42 CFR Part 121), 

^ Orean Transplants Increased Effort Needed to Boost Supply and Ensure Equitable 
Distnbudon of Organs ( GAO/HRD-93-56, Apr. 22, 1993) and Imnact of Organ Allocation 
Variances (GAO/HEHS-95-203R, July 31, 1995). 


^ Orean Procurement Oreanizations Alternatives Being Develoned to More Acciiratelv 
As-sess Performance (GAO/HEHS-98-26, Nov. 26, 1997). 
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most recent work, in which we examined (1) whether the current standard for assessing 
OPOs' effectiveness appropriately measures the extent to which OPOs are maximizing 
their ability to identify, procure, and transplant organs and tissue and (2) alternatives to 
the current standard that could be more effective. 

OPOs play a crucial role in procuring and allocating organs.^ They provide all the 
services necessary in a geographical region for coordinating the identification of potential 
donors, requests for donation, and recovery and trairsport of organs. OPOs work with the 
medical community and the public through professional education and public awareness 
efforts to encourage cooperation in and acceptance of organ donation. Although they 
have similar responsibilities, OPOs vary widely in the geographic size and demographic 
composition of their service areas as well as in number of hospitals, transplant centers, 
and patients served. The Health Care Financing Admirustration (HCFA) administers 
section 1138 of the Social Security Act,‘ which requires, among other things, that the 
Secretary of HHS designate one OPO per service area and that OPOs meet standards and 
qualifications to receive payment fi'om Medicare and Medicaid. Section 371(b)(3)(B) of 
the Public Health Service Act^ provides that an OPO should 'conduct and participate in 
systematic efforts, including professional education, to acquire all usable organs from 
potential donors." 

HCFA regulations set performance standards for OPOs.‘ 'Hiese standards assess 
OPOs according to their achieving ntunerical goals per million population in their service 
areas in five categories: (1) organ donors; (2) kidneys recovered; (3) kidneys 
transplanted; (4) extrarenal organs, that is, hearts, livers, pancreata, and lungs recovered; 
and (6) extrarenal organs transplanted. HCFA assesses OPOs' adherence to the standards 
and qualifications every 2 years. Eiach OPO must meet numerical goals in four of the five 
categories to be recertified by HCFA as the OPO for a particular area and to receive 
Medicare and Medicaid payments.®'*'* Without HCFA certification, an OPO may not 


®OPOs are nonprofit private entities that facilitate the acquisition and distribution of 
organs. 

®42 U.S.C. 1320b^. 

’42 U.S.C. 273(b)(3)(B). 

®42 CFR Part 486, Subpart G. 

“During the 1996 desigrmtion period only, HCFA redesignated OPOs that met numerical 
goals in three of the five categories and submitted an acceptable corrective action plan. 

‘“According to HCFA reguiations, certification or recertification refers to HCFA's 
determination that an entity meets the standards for a qualified OPO; designation or 
redesignation refers to HCFA's tqtproval of an OPO to receive Medicare and Medicaid 
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contmue to operate. In 1996, HCFA assessed OPOs for the first time using the 
population-based standard with 1994 and 1995 procurement and transplant data. 

Whether the HCFA population-based standard appropriately measures the extent to 
which OPOs are maximizing their ability to identify, procure, and transplant organs and 
tissue was the subject of our recent report We determined the strengths and weaknesses 
of the current standard and identified and assessed alternatives to that standard. 

In brief, HCFA's current performance standard does not accurately assess OPOs' 
ability to meet the goal of acquiring all usable organs because it is based on the total 
population, not the number of potential donors, within the OPOs' service areas. We 
identified two alternative performance measures that would better estimate the number of 
potential organ donors: measuring the rates of organ procurement and transplantation 
compared with either the number of deaths or the number of deaths adjusted for cause of 
death and age. Both these approaches have limitations, however, in data availability and 
accuracy. Two other methods for assessing OPO performance-medical records reviews 
and modeling-show promise because they could more accurately determine the number 
of potential donors. Because OPOs must meet the performance goals to continue to 
operate, approaches that more accurately differentiate between OPOs that achieve greater 
or lesser proportions of all possible donations in their service areas can help increase 
donations. 

BACKGROUND 

Although the number of donors is growing more slowly than the demand for 
organs, the number of donors has steadily increased since 1988. The m^or reason for 
this increase is because many more older people are becoming organ donors than in the 
past Nearly two-thirds of cadaveric donors were between the ages of 18 and 49 in 1988, 
but by 1996 only about one-half of donors were in this age group. The proportion of 
donors aged 50 and older doubled firom about 12 percent in 1988 to about 26 percent in 
1996. Another reason for the increase in donors is because more minorities are 
consenting to donate organs. Between 1988 and 1996, the percentage of organ donors 
who belonged to racial and ethnic minority groups mcreased firom about 16 to 23 percent 

The organ donation process usually begins at a hospital when a patient is identified 
as a potential organ donor. Only those patients pronounced brain dead are considered 
for organ donation." ’^ Most organ donors either die from nonaccidental iivjuries, such as 


payments. These terms are usually used interchangeably. 

“States set the legal standard for determining death. "Brain death" is defined as the 
irreversible cessation of all functions of the entire brain, including the brain stem. 
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a brain hemorrhage, or accidental ii\juries, such as a motor vehicle accident Other 
causes of death that can result in organ donation include drowning, gunshot or stab 
wound, or asphyxiation. 

Once a potential organ donor has been identified, a staff member of either the 
hospital or the OPO typically contacts the deceased's family, which then has the 
opportunity to donate the organs. If the family consents to donation, OPO staff 
coordinate the rest of the organ procurement activities, including recovering and 
preserving the organs and arranging for their transport to the hospital where the 
transplant will be performed. 

One donor may provide organs to several different patients. Each cadaveric donor 
provides an average of three organs. In 1996, OPOs procured kidneys fi'om 93 percent of 
organ donors and livers fix)m 82 percent of them; other organs were procured at lower 
rates. 

Role of OPOs 

Ihe national system of 63 OPOs currently in operation coordinates the retrieval, 
preservation, transportation, and placement of orgai^. For Medicare and Medicaid 
payment purposes, HCFA certifies that an OPO meets certain criteria and desigirates it as 
the only OPO for a particular geographic area OPOs must meet service area and other 
requirements. As of January 1, 1996, each OPO had to meet at least one of the following 
service area requirements: 

1. It must include an entire state or official U.S. territory. 

2. It must either procure organs fi'om an average of at least 24 donors per calendar 
year in the 2 years before the year of redesignation, or it must request and receive 
an exception to this requirement 

3. If it operates exclusively in a noncontiguous U.S. state, territory, or 
commonwealth, the OPO must procure organs at the rate of 50 percent of the 
national average of all OPOs for both kidneys procured and transplanted per 
million population. 

4. If it is a new entily, the OPO must demonstrate that it can procure organs fi^m at 
least 50 potential donors per calendar year. 


‘^Organs are recovered fiom a small number of donors declared dead by traditional 
carriiac death criteria. Some have termed these donors as "non-heartbeating." 
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In addition, an OPO must be a nonprofit entity and meet other requirements for the 
composition of its board, its accounting, its Stas’, and its procedures. To ensure the fair 
distribution and safety of organs, OPOs must have a system to equitably allocate organs 
to transplant patients. In addition, OPOs must arrange for appropriate tissue typing of 
organs and ensure that donor screening and testing for infectious diseases, including the 
human immunodeficiency virus, are performed. 

OPOs use a variety of methods for increasing donation such as raising pubbc 
awareness of organ donation and developing relationships with hospitals. The goal of 
public education is to promote the consent process, giving people the information they 
need to make decisions about organ and tissue donation and encouraging them to share 
their decisions with their families. Such public education campaigns include mass media 
advertising; presentations to schools, churches, civic organizations, and businesses; and 
informational displays in motor vehicle offices, city and town halls, public libraries, 
pharmacies, and physician and attorney ofiSces. 

In addition, education efforts help hospital staff clarify organ and tissue recovery 
policies to ensure that potential donors are consistently recognized and referred. OPOs 
also conduct hospital development activities to build strong relationships with service 
area hospitals to promote organ donation. 

PROBLEMS WITH THE CURRENT STANDARD 

HCFA chose a population-based standard to assess OPO performance after 
considering the availability and cost to the OPOs of obtaining and analyzing various types 
of data When HCFA first applied this standard in 1996, five OPOs were subject to action 
for failing to meet the standard. This resulted in two OPOs' service areas being taken 
over by adjacent OPOs, a portion of one OPO's service area being taken over by an 
adjacent OPO, and the merger of one OPO with another. The fifth OPO that failed the 
standard was determined to be a new entity and not subject to meeting the performance 
standard. 

A population-based sUmdard, however, does not accurately assess OPO 
performance because OPO service areas consist of varying populations. Although 
potential organ donors share certain characteristics, including causes of death, absence of 
certain diseases, and being in a certain age group, OPO service area populations can 
differ greatly in these characteristics. 

For example, motor vetucle accidents, the cause of death for about one-quarter of 
organ donors in 1994 and 1995, ranged fi-om about 4.4 to about 17.9 per 100,000 
population among the states and the District of Columbia. In addition, the rates of 
acquired irtununodeficiency syndrome, a disease that eliminates someone for 
consideration as an organ donor, differ among the states and the District of Columbia- 
from 2.8 to 246.9 cases per 100,000 people in 1994. Furthermore, although most organ 
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donors were between 18 and 64 years of age in 1994 and 1995, this age group constitutes 
from 56 to 66 percent of the population in different states. Thus, the number of potential 
organ donors can vary greatly for OPOs serving equally sized populations. 

ALTERNATIVE STANDARDS COULD MORE ACCURATELY ASSESS OPO 
PERFX3RMANCE 

We identified several performance measures as alternatives to the current 
population-based standard. The alternatives we examined included measuring organ 
procurement and transplantation compared with (1) the number of deaths, (2) the number 
of deaths adjusted for cause of death and age, (3) the number of potential donors based 
on medical records reviews, and (4) the number of potential donors based on modeling 
estimates in an OPO service area. 

In developing its current OPO performance standard, HCFA considered using the 
number of service area deaths as the basis for assessing performance. Although some 
organs, typically kidneys, are obtained from living donors, OPOs recover organs from 
cadaveric donors. Therefore, the number of deaths in an OPO’s service area more 
accurately reflects the number of an OPO's potential donors. In 1994, the United States 
had about 2.3 million deaths out of a population of about 260 million. Although using 
total deaths fails to consider other factors about and characteristics of potential donors, it 
would eliminate considering a portion of the population that an OPO clearly could not 
consider for organ donation. 

HCFA also considered using an adjusted measure of deaths for the performance 
standard. Measuring OPO performance according to the number of service area deaths 
adjusted for cause of death and age more accurately reflects the number of potential 
donors than measuring performance according to the number of all service area deaths. 
The number of service area deaths adjusted for cause of death and age better estimates 
the number of potential donors because it accounts for the small subset of the deceased 
that may be suitable organ donation candidates. Adjusting for cause of death and limiting 
consideration to deaths of those under age 75, we found that in 1994 about 147,000, or 6 
percent, of the 2.3 million U.S, deaths involved these causes of death or were of people in 
this age group. This estimate, however, is much larger than the estimates some have 
made of a national donor pool of from 5,000 to 29,000 people per year. 

We found that both the death and adjusted-death measures have drawbacks that 
limit their usefulness, however, including lack of timely data and inability to identify 
those deaths suitable for use m organ donation. We ranked the OPOs, using 1994-95 OPO 
procurement and transplant data, according to the current population-based measure and 
these two alternative measures-number of deaths and adjusted deaths. Although three 
OPOs would not qualify for recertification under any of these measures, according to our 
review, the number of and which OPOs would not qualify vary depending on the measure 
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used. More OPOs would have been subject to termination under either of these 
alternative measures. 

HCFA did not consider two other methods for determining the number of potential 
donors-medical records reviews and modeling-that show promise for determining OPOs' 
ability to acquire all usable organs. Reviewing hospital medical records is the most 
accurate method of estimating the number of potential donors in an OPO's service area 
A medical records review involves reviewing all deaths at a hospital with an in-depth 
examination of those meeting certain criteria. Reviewing the records of these patients 
reveals the patients' suitability for organ donation based on several factors, including 
cause of death, evidence of brain death, and contraindications for donation such as age 
and disease. Such reviews can identity that subset of deaths in which patients could have 
become organ donors-the true number of potential donors for an OPO service area. 

Most OPOs do conduct medical records reviews but at varying levels of 
sophistication. For records reviews to be useful for assessing OPO performance, the 
reviews would have to be conducted consistently among OPOs and the results would 
need to be available for validation. Such reviews, however, are labor intensive and 
therefore expensive. Although most OPOs are conducting some form of medical records 
reviews and therefore already incurring the costs of these reviews, HCFA must consider 
its own and the OPOs' additional expense involved in stan dardizin g such reviews. Other 
considerations include the extent to which the reviews would add to the cost of organs 
and whether these costs would outweigh the benefit of more accurately measuring the 
number of potential donors. 

Another alternative, modeling, shows promise and would be less expensive than 
medical records reviews. At least one group is developing a modelmg meAod using 
substitute measures to provide a valid measure for estimating the number of potential 
donors. The goal of this effort is to design an estimating procedure that will be relatively 
simple to execute, inexpensive, and valid. ITus approach uses information firom hospitals 
in the OPO's service area on variables, such as total number of deaths, total staffed beds. 
Medicare case mix, medical school affiliation, and trauma center certification, to predict 
the number of potential donors. Using existing data would make this alternative less 
costly than medical records reviews; however, the accuracy of such a model has yet to be 
established. If the number of potential donors for an OPO can be reasonably predicted 
using a set of variables, this could eliminate concerns about the cost of implementing 
medical records reviews. 

RECOMMENDED FUTURE STEPS 

HCFA believes its current standard identifies OPOs that are poor performers. 

When publishing its final rule, however, the agency stated that it was interested in any 
empirical research that would merit consideration for further refitting its standard. The 
approaches we identified in our report merit HCFA's consideration. 
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More specifically, our report recommended that to better ensure that HCFA 
accurately assesses OPOs' organ procurement performance and that OPOs are maximizing 
the number of organs procured and transplanted, the Secretary of Health and Human 
Services direct HCFA to evaluate the ongoing development of methods for determining 
the number of potential donors for an OPO. These methods include medical records 
reviews and a model to estimate the number of potential donors. If HCFA determines 
that one or both of these methods can accurately estimate the number of potential donors 
at a reasotuible cost, it should choose one and begin assessing OPO performance 
accordingly. 

HCFA has concurred with our recommendation. It has indicated that when the 
ongoing research on medical records reviews and modeling are complete and it receives 
the studies, it will review the results to determine if it can support a better performance 
standard. 

HCFA's continuous monitoring of the developments in approaches to identifying 
potential organ donors is important Because the demand for organs surpasses the 
supply, OPOs are required by law to conduct and participate in systematic efforts to 
acquire all usable organs fit>m potential donors. As we have reported, unless HCFA 
measures OPO performance according to the number of potential donors, the agency 
caimot determine OPOs' effectiveness in acquiring organs. 


(108368) 
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Mr. Shays. There’s just so much we can touch on, and so some 
of it’s going to be a little superficial because we’re really not going 
to get into the essence of it, but I would like to ask a few kind of 
general questions, not that I’m going to be able to get into the full 
extent of it. 

For instance, Ms. Heitman, your son Nathaniel had cystic fibro- 
sis. My understanding is that that clearly is life threatening, but 
was there ever a debate that if he had a lung transplant, that he 
might only live so much longer and that he would have to have an- 
other one or that he would have problems with other organs? Was 
that ever a dialog, and was that ever a factor in deciding whether 
he would have an organ transplant? Do you understand my ques- 
tion? 

Ms. Heitman. In the family deciding whether or not 

Mr. Shays. No. With the medical treatment. First let me ask this 
question: If he had had a lung transplant, was his prognosis good 
that he would live a long and healthy life, or would he have been 
faced with other physical challenges? 

Ms. Heitman. Long and healthy, no. The research is not wonder- 
ful because things have just been — with cystic fibrosis transplants 
have not been used for that long of a period, but the research is 
very encouraging. Those folks who have had transplants that suffer 
with cystic fibrosis are having their quality of life improved by 
leaps and bounds. 

Mr. Shays. Did that ever get into the dialog? Was it ever intro- 
duced as an issue, that your son may not be considered as good a 
candidate for the transplant because of cystic fibrosis? Was that 
ever an issue? With the insurance company or the doctors? 

Ms. Heitman. I think that it was when we were in Madison. I 
think that some of the soft answers that I was given and also that 
in July we were told that Nathaniel didn’t need a transplant, that 
his lungs were good enough and, you know, a number of months 
later he had died. I don’t know if they were thinking that it would 
have been a waste of an organ. I don’t know that. 

Mr. Shays. Let me just ask other panelists. First, I don’t want 
to get in big detail because we’re just not going to be able to wres- 
tle with this issue, but it’s interesting so far with all the people 
who have spoken, none have really addressed the issue of the via- 
bility of the patient after the operation. Is this a factor that — I 
mean you alluded to it in terms of the issue of age. But is that a 
factor? Dr. Fung, is that a factor in deciding whether a patient, be- 
sides what stage they are, I, II, or III, the viability, the prognosis 
of how they will be afterwards? 

Dr. Fung. I think it’s taken into consideration, although it de- 
pends, for instance, on the original diagnosis. It may depend on 
how old the particular patient is. Each center has its own criteria. 

I know that this idea of standard listing criteria is important to tiy 
and make sure everybody gets on the list at the same time. But 
the other end, the other end of the spectrum, which is the patients 
that become a little bit questionable, they may be higher risk, each 
center develops its own principles or philosophy as to how aggres- 
sive that particular center wants to get. Some programs don’t want 
to get aggressive because they know they don’t have the resources 
to care for that kind of a patient. Other programs may feel that 
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they have the experience to do so. I think that that’s not the issue 
we are talking about in terms of regulation. 

Long-term outcomes for all the transplants actually are quite 
good. Lungs probably are one of the more difficult ones because the 
rejection process is still difficult to control. But for livers, you are 
looking at a 10-year survival of 50 percent. That is after the — that’s 
really only about a 2, 1 to 2 percent patient death per year after 
the first year. That is not too bad. 

Mr. Shays. Thank you. 

Ms. Hodgson, from your testimony I got the sense that where 
your husband’s organs went did not matter to you at all as long 
as they went to someone who would be helped by them. Is that a 
fair assessment of your statement? 

Ms. Hodgson. At the time that I made the decision to donate or- 
gans you have to understand that you are still in a total state of 
shock, stunned that you have irretrievably lost your spouse. You — 
at that time I wasn’t even aware that organs can be shipped across 
the country. I suspected that they would stay within Wisconsin. It 
did not occur to me nor did it make any difference to me. What I 
wanted was for his organs to help somebody else to live. As the 
years have gone by and now this discussion, I see that it becomes, 
in my own opinion it becomes a point of issue as to not only who 
the sickest patient is, but you want the best, the best recovery 
available. I’m concerned with the transportation of organs across 
the country and transplanting those into the very sickest patient 
and what that outcome might be, the viability of that organ by the 
time it reaches its destination. 

Mr. Shays. Could I say, though, I mean I realize you’re a nurse, 
but that’s left to people other than you and me to decide, the viabil- 
ity. 

Ms. Hodgson. That is true. 

Mr. Shays. But if in fact the viability is good. I’m just trying to — 
I haven’t met many individuals who were faced with the incredible 
decision you were faced with and so I’m taking advantage of that. 
But I’m gathering there are all kinds of donors. You were a donor 
who — your husband was obviously, your husband’s organs were 
being donated. You made the decision in a sense. I mean he al- 
lowed for it, but you made that ultimate decision. You could have 
stopped it, correct? 

Ms. Hodgson. Yes. 

Mr. Shays. As the spouse. Even if he had wanted his organs to 
be donated. Am I correct here? Maybe I need to — my understand- 
ing is that someone can say “Yes, I want my organs to be donated,” 
but, they are in an automobile accident and have to make a deci- 
sion fairly quickly. A family can stall that process if they them- 
selves don’t want their family member’s organs to be donated, then 
they don’t get donated; is that correct? 

Ms. Hodgson. If somebody with more expertise than this can 
correct me, it’s my assumption that if a driver’s license is signed, 
then there is no argument in the emergency room when that pa- 
tient — 

Mr. Shays. OK. I get the sense 

Ms. Hodgson. OK. I stand corrected. 
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Mr. Shays. Let me ask Mr. Volek. OK. I’m sorry, Ms. Shapiro. 
We’ll come to you. 

Mr. Volek. There’s a fair amount of confusion in that Wisconsin 
is one of the few States that the signed, properly executed anatomi- 
cal gift document takes precedence over the wishes of the next of 
kin. That is matter of State law, and so technically on the basis 
of a donor card, the organ procedure staff can go ahead and pro- 
ceed with recovery. Practically speaking, we sit down and we talk 
with the family and we know that the vast majority of families will 
go along with the wishes of their family member. So, yes, the donor 
card does take precedence here, but practically speaking, it’s impor- 
tant to the family that they know and concur with this, so we sit 
and work with the family. 

Mr. Shays. And so the — the legal answer is yes, the practical ef- 
fect is the family is consulted and the family’s wishes do come into 
play. 

Ms. Shapiro. 

Ms. Shapiro. From what I know, most, if not all. State laws or 
organ donation are patterned after the Uniform Anatomical Gift 
Act. And that provides just as you said, which is that it’s a con- 
tract. It’s a decision on the part of the donor, if he or she signs a 
paper, that that organ is to be recovered. But in practice, from 
what I hear and what I read, if there is an objecting family mem- 
ber who, after all, will be around to sue, who objects, the organ 
won’t be taken. 

Mr. Shays. Yes; which kind of gets me to — I have a sense that 
people would like to think that the organs being donated are being 
donated to people that they interact with, not directly, but in a 
sense in their community. And I think I almost accept that intu- 
itively, but — and so I can see that, but in a sense I wonder if it’s 
just intuitive and if there’s any science to back it up one way or 
another. I mean has this been an issue that has been thoroughly 
researched? 

Dr. Fung, you basically responded that the statistics don’t seem 
to support that. I would be interested if anyone else in this panel 
can — and, Mr. Volek, maybe you can respond to it and then 

Mr. Volek. Well, we did conduct a public opinion poll for exactly 
that reason. There’s a lot of speculation and anecdotal information 
and intuition about how it ought to be, and not surprisingly, if you 
lay out to the public the sickest person where death is eminent ver- 
sus a patient who is stable and could otherwise live for several 
months, the majority of public says, yes, we ought to be providing 
the opportunity for the transplant to that sickest patient. And that 
is a very simplistic view, and it’s — I mean, again, in a survey, you 
can’t get into a whole lot of detail. Probably what was the most 
telling here, though, is all things being equal, patients that are sort 
of an equal medical status, there was a preference in Wisconsin, 56 
percent of the respondents said that they would prefer that that 
organ was used in a Wisconsin resident; 32 percent were undecided 
and 12 percent took the other thing, which is we really don’t care 
where that organ is used. And so clearly for the folks that had a 
preference, they preferred that it was used locally. 

If you take the 32 percent, the don’t knows or won’t answers and 
force an answer, typically in surveys of this nature they usually fall 
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pretty much along the same lines as the ones that had a strong 
opinion. So yes, I mean that is a real fair question. 

Mr. Shays. It seems that the statistics could almost support ei- 
ther position, which is welcome to public life. 

Dr. D’Alessandro, you made a comment to me and I triggered — 
and I responded somewhat negatively and I want to tell you why, 
and then I’d be curious to know how you’d respond. It’s my sense 
that within an OPTN region you really seek out the one who is in 
the ^eatest need first, and so basically level I over level III in a 
particular region. And yet you spoke out against that concept being 
projected out by the rule. And you made an argument that it 
should go to level III, who have the best likelihood of, who are the 
least at risk. And it seems to me you are almost playing both sides 
of the argument. 

Dr. D’Alessandro. I think the balance which has tried to be 
achieved is for sick patients and for — actually all patients are sick. 
I would like to say that again. Both outpatients and inpatients are 
very sick. And as I mentioned, the majority of patients on the wait- 
ing list last year who died were not hospitalized. They were in the 
least urgent category. I’m very concerned that the Department of 
HHS has weighed in only on the equity side of this issue and has 
not looked at or has discounted the utility of these organs. From 
a personal point of view, and I know patients don’t think of this, 
but I would like to think that if I were an organ donor, that the 
organ — or my son or daughter were an organ donor, that had the 
maximum benefit, that could really help someone in the long term. 

Mr. Shays. Do you think you are addressing my question, 
though? My question is this: If the logic is that within a region you 
choose the one who has got the greatest need, why then do you 
speak out against an ar^ment that by the rule that says where 
there is the greatest need, and by the way we may have to go from 
one region to another to satisfy that? I could just make the point. 
I could see where you would object to it going from one region to 
another, but I don’t think you could use the argument that it 
shouldn’t go to the one who is the sickest because you do it right 
here. 

Dr. D’Alessandro. We’ve tried to maximize the benefit of the 
precious organs that we have for as many patients as^we can. The 
current allocation system which is in place and has evolved and is 
continuing to evolve has actually looked at these both, both of these 
issues, equity and utility, and in many parts of the country there 
has been broader sharing of organs in the higher status patients 
within a region. And as I mentioned with my poster on preserva- 
tion times, you have to take into the effect, and if I could show that 
poster one more time, if we transplant livers in Wisconsin and we 
put the livers in immediately and we don’t have any time where 
we preserve them for extended periods, the average preservation 
time is 9 hours. Only 2 percent of those livers fail to function. If 
you go out to 12 hours, which is the minimum time that’s nec- 
essary for transport of organs, we are talking a 6-percent increase. 
We’re probably talking more about 10 to 12 percent. Now, this 6 
percent of 4,000 donors last year is not a small number. 

Mr. Shays. I think that is a very valid ar^ment. The transpor- 
tation is a valid argument. I don’t think it’s a valid argument 
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that — if it is, I think then every region is talking on both sides of 
its mouth because I bet every region seeks to help the person who 
has the greatest need. 

Dr. D’Alessandro. What does the Department and what would 
families say if the Department is weighed in on the favor of equity 
for sick patients? How are the changes fair to nearly half or more 
than half of the sick patients who die without ever getting to a hos- 
pital? These patients are not well. These are sick patients. These 
patients are in need. 

Mr. Shays. That’s a very valid point. It’s just not — I’m just re- 
addressing one argument that you made. And I’m making the argu- 
ment to you that you can’t argue within your own region that it 
should go to those who have the greatest need and then argue con- 
versely that it is wrong to have a Federal rule that says it should 
go to the people in greatest need. That’s all. I’m just making that 
point. And I think that point still stands. 

I’m interested to know, this hospital basically services the VA; 
correct? 

Dr. D’Alessandro. Yes. We have a VA contract. 

Mr. Shays. I’m sorry. The University of Wisconsin. 

Dr. D’Alessandro. That’s correct. 

Mr. Shays. And you practice there as well. 

Dr. D’Alessandro. Yes. 

Mr. Shays. Now, there you bring patients down from Alaska and 
a whole host of different places; correct? 

Dr. D’Alessandro. We have only five patients, we have five pa- 
tients who are VA contract patients. And we have one patient each 
from five other States. The majority of our patients are Wisconsin 
residents. Not 60 percent. This is somewhere between 90 and 95 
percent of our patients on the list are Wisconsin residents. 

Mr. Shays. But the basic logic is that you have to service a re- 
gion that is quite extensive. 

Dr. D’Alessandro. I don’t know that we have to service a quite 
extensive region. 

Mr. Shays. What I’m trying to understand is that you service pa- 
tients from Alaska, from Hawaii. Correct? 

Dr. D’Alessandro. That is true. There are five patients on our 
list from five other States. 

Mr. Shays. OK. I’m sorry. Oh, so your point — I am missing this. 
And the five constitutes a small minority of 

Dr. D’Alessandro. That’s correct. 

Mr. Shays. One last question. Ms. Shapiro, maybe you could re- 
spond to this. Is the only way to address utility through geographic 
boundaries? I mean that seems like what we are doing. And it 
seems so rigid and arbitrary in a sense. 

Ms. Shapiro. They do. Whenever you are getting — well, let me 
not answer your question and go back to comments that you made 
to him. 

Mr. Shays. No; you’re going to answer my question, but 

Ms. Shapiro. The/re rigid and arbitrary, but they’re drawn in 
an attempt — and this does go to some of the comments that you 
were addressing toward Dr. D’Alessandro — the challenge that we 
have, as you have so acutely identified, is to strike a balance be- 
tween utility and justice. And they are at odds. I mean, it’s true 
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that if you are going to go for the sickest, you are looking at justice. 
You are tr 3 nng to rescue people who otherwise are going to die and 
you can identify them, they are on your list, the^re the worst off, 
and you need to get to them. But if we want to enhance utility, 
which is the most good for the most people 

Mr. Shays. Right. 

Ms. Shapiro [continuing]. Then we have to look at other things. 
So while equity or justice would say, let’s not get, let’s not let geo- 
graphic or any other nonmedical criteria get in the way of rescuing 
the identifiable individual, the necessity to accommodate '^ome of 
the other utility-based objectives cuts the other way. What this rule 
would result in, I think, is a wholesale shift toward rescuing sicker 
patients with a resulting dramatic impact on some of the utility- 
based objectives. 

Mr. Shays. Can I put it in my simple words, justice says go to 
No. 3. Excuse me. The most sick, No. 1. Utility says go to No. 3. 

Ms. Shapiro. May 

Mr. Shays. In the most simplistic way of looking at it. 

Ms. Shapiro. Yes. 

Mr. Shays. I tell you now reacting to two panels, I think the 
thing that I have the most sympathy probably with rr: ny in the 
audience is that if Wisconsin is doing a better job of geir' .ig people 
to donate their organs, they should not in a sense be penalized by 
seeing the organs go somewhere else. I have that sense. [Applause.] 

But that is a different issue than we have been debating back 
and forth. I mean I think there’s got to be an incentive. Because 
I don’t like fighting over scarce resource. I like to make the pie big- 
ger rather than argue who is going to get a smaller and smaller 
pie. And I do accept the potential though it contrasts with your tes- 
timony, Ms. Hodgson, because in the end you just wanted them to 
go anywhere. But I do think intuitively that you are more likely 
to get more donors if people can see a firsthand benefit so and so 
donated from the community and so and so was blessed by the 
organ. And so that’s the thing that we still need to, you know, it’s 
still on the table as far as I’m concerned. 

Ms. Shapiro. I agree. And with all due respect to Paul Volek, my 
colleague here, I think it’s counterintuitive to presume that an 
OPO will not be less motivated to answer the call in the middle of 
the night to retrieve an organ if they don’t know that one of their 
patients will be benefited. 

Mr. Shays. Right. That is an issue, though, of their — no. I’m al- 
most certain, I don’t even think he would suggest that. Honestly. 

Ms. Shapiro. No; he wouldn’t. He said in fact the opposite. But 
I think that it’s just human nature to be more motivated to get an 
organ that you can see put to use. 

Mr. Shays. Right. But if there is an organ available, the medical 
community is going to get it. The question is, is someone going to 
be putting on their license that they want to donate. 

Ms. Shapiro. I think it’s both. I think getting out there and real- 
ly trying to find that this is a suitable organ, to try to make ar- 
rangements that it remains a suitable organ, to make travel — I 
mean there’s all sorts of things that I think go into motivation of 
OPO’s to increase numbers. 
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Mr. Shays. Go back to Mr. Barrett. And I think I am concluded. 
I just want to say that I have seven hospitals, now six in my dis- 
trict and visit them quite often, but I was very impressed with vis- 
iting the hospitals here, the attitude of those who are providing the 
service, just the atmosphere that exists here, and I think you all 
have very strong reason to be proud of these many facilities here, 
and it was wonderful this morning to be able to visit them. 

Mr. Barrett. 

Mr. Barrett. Thank you, Mr. Chairman. I want to stick with 
you, Ms. Shapiro, if I could, since you are the ethical guru. I want 
to toss a couple of ethical questions at you that sort of range at dif- 
ferent ends of the pendulum here, probably neither of which would 
come to fruition. Should we be paying people to donate organs? 

Ms. Shapiro. No. 

Mr. Barrett. Can you elaborate on that? What’s the problem 
with that? The problem here is lack of organs. Why aren’t we pay- 
ing people? 

Ms. Shapiro. I think there are two big problems. One is that 
part of the preciousness of our system now is that we do see organs 
as community resources, and the system is based on altruism. And 
there is something about that 'n and of itself that I think is a real 
tribute to our country. But the other concern is the possible abuse. 
Some people may feel pressured to donate where others might not. 
And this may be particularly true when we’re talking about living 
donors who will jeopardize their own health in order to receive 
compensation pursuant to that system. 

Mr. Barrett. Does the rest of the panel share that view? Does 
anybody disagree with that? Doctor? 

Dr. D’Alessandro. I don’t disagree with that view, but we are 
currently looking in one of the committees in UNOS at disincen- 
tives for organ donation. And we are also looking at is it possible 
to provide through a third party reimbursements for funeral ex- 
penses. I think eve^one benefits from organ donation perhaps ex- 
cept the donor family. And not — ^we want to avoid any abuse, we 
want to meiintain altruism, but are there ways that we can remove 
disincentives without actually paying for organ donors. And we’re 
looking very closely at that in one of the organ allocation — not allo- 
cations, one of the other committees in UNOS. 

Mr. Barrett. Ms. Hodgson, what’s your view on this? 

Ms. Hodgson. As far as 

Mr. Barrett. Paying. 

Ms. Hodgson [continuing]. Paying. I have always been against 
paying for organs. It then becomes whoever is the highest bidder, 
and I don’t even want 

Mr. Shays. We can’t hear right away. I just want to make sure 
you speak a little louder. 

Ms. Hodgson. I have never been in favor of payment for organs. 
I think it becomes a situation where the person that receives the 
organ will go to the highest bidder and that is against my beliefs. 

Mr. Barrett. Again from Ms. Shapiro. Going to the other end of 
the extreme, should we prohibit hospitals from going out and try- 
ing to attract patients or marketing on the patient side? 

Ms. Shapiro. Any kind of patients? 

Mr. Barrett. Transplant patients. 
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Ms. Shapiro. Transplant patients. 

Mr. Barrett. If the problem here is that we have hospitals that 
are suddenly competing with each other, and, again, I will keep 
harping back to the economic issue, that there are a lot of jobs and 
prestige involved in this, are we distorting our medical system and 
ultimately perhaps resulting in a more concentrated delivery sys- 
tem where people have to travel farther lists. 

Ms. Shapiro. A couple things. I think that there may be a fine 
line between educating patients and marketing or pressuring pa- 
tients; and I think that it is a good thing to raise consciousness 
about being an organ donor. So to the extent that we go out and 
promote donation via education, we see some of the benefits that 
flow to families when they are aware of that option and actually 
participate. So I see nothing wrong with that. 

In terms of creating a list of sick patients who are prospective 
recipients, one of the concerns that I have with this rule is are we 
going to make patients sicker or make them look sicker in order 
to up them on the list? And there are, from what I understand, 
things that can be done to make it appear that someone is sicker 
and therefore more eligible for an organ transplant, and that does 
give me concern. 

Mr. Barrett. But the ethics of a hospital going out and trying 
to recruit patients, what is your feeling on that? 

Ms. Shapiro. That is health care delivery today. And I can’t be- 
lieve that health care professionals are going to, in the end, rec- 
ommend a procedure on any basis other than true analysis of 
needs. 

Mr. Barrett. Doctor. 

Dr. D’Alessandro. I think there are two sides of this coin which 
you don’t have in most other medical professions and that is you 
have a recipient side and you have donor side. No, there is nothing 
wrong with recruiting patients and that is health care today. But 
if you recmit patients because you know that organs will come 
your way if you have a large list and a large — and sick patients, 
well, you are recruiting patients and indirectly you are benefiting 
because you will be able to direct the flow of organs to your center 
by way of the system that is totally equity based. And that is the 
concern that we have. I don’t know that you should or could stop 
that, but this is a concern that — and until there are enough organs 
for everyone — the system will be set up in such a way that if you 
know that you could do more transplants because of the number 
of patients on your list, that you will make every effort to recruit 
patients. And I’m afraid that some of the interest in organ donation 
will go down because you know the livers will come to you. Or you 
know the organs will come to you because you have done your re- 
cruitment job. 

Mr. Barrett. Dr. Fung, you see the graph over there pertaining 
to transportation. Do you agree with that? Do you take issue with 
that, or is that something that there’s agreement in the medical 
community? 

Dr. Fung. Well, we have actually done our own analysis. 

Mr. Shays. The mic needs to be closer. I’m sorry. 

Dr. Fung. I’m sorry. We have done our own analysis. We’ve ex- 
amined 3,000 grafts, and the numbers don’t quite look like that. 
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There is a break point, but ours is 14 hours. And in fact, when you 
go from 14 to 20 hours, we go from about a 4 percent at 14 hours 
to about 10 percent at 20 hours. There is an increase. The question 
is where is the cut point, break point for that. 

Mr. Barrett. Doctor, do you want to comment on that? 

Dr. D’Alessandro. Well, from a paper in 1991 from Pittsburgh, 
let me quote; 

The trend to a higher retransplantation rate with longer preservation was unmis- 
takable and significant. The dominant contribution of primary non-function to re- 
transplantation need was also evident. Caution should be exercised and undue pro- 
crastination in the use of these livers. 

Mr. Barrett. Sounds like that was written by an academic. Can 
you tell us what that said? 

Dr. D’Alessandro. In other words, every minute that you pre- 
serve an organ, every minute that it doesn’t have blood supply re- 
sults in worse liver function. 

Mr. Shays. I would think there would be agreement between the 
two of you on this. 

Dr. Fung. Well, I think in theory there is. I’m not sure that I 
would — that was a study that wasn’t done with much experience. 
We now have a lot more. 

Mr. Barrett. Go ahead, Doctor. 

Dr. Fung. I just want to say one thing and 

Mr. Shays. Doctor, I know your mic is the worst mic, but you 

Dr. Fung. I’m sorry. Yes. I just wanted to say one thing about 
the issue of the local use and local donor. You know, each — the av- 
erage donor gives about four organs per donor. Already in the coun- 
try about 20 percent of kidneys are shared for a number of reasons, 
so one out of five kidneys actually travel outside of your OPO. With 
four organs, and if we’re talking about one of those organs having 
to go out for whatever reason to a more medically urgent patient 
or for some antigen match or something, does anybody at this table 
really think that that’s going to adversely affect the other, the pro- 
curement of that, of the other three organs from that donor? You 
know to me I don’t resdly think that somebody is going to say yes. 
I’m going to give you kidneys, yes. I’m going to give you liver, but 
no. I’m not going to give you the heart because the heart is not 
going to stay in 

Mr. Barrett. But I don’t hear anybody making that argument 
here today. 

Dr. Fung. Maybe I’m stretching it. 

Mr. Barrett. OK. Just a couple more questions so we can move 
on. Limitations on insurance companies. Is there a problem here? 
Are we seeing a trend toward insurance companies going with par- 
ticular centers which could have the impact again of driving a cer- 
tain center out of business? Is this something we should be con- 
cerned with? Mr. Volek. 

Mr. Volek. I think that insurance companies who have managed 
care, particularly large national ones, have established what they 
call centers of excellence. They are typically not limited to 4 or 5 
centers, but most often represent 15 or 20 centers. Typically those 
centers are located where the insurance company has a large en- 
rolled population, and so there will be companies here that choose 
to, large national companies that choose to do business in Milwau- 
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kee rather than go to Madison because this is where their patients 
live. So I think the insurance companies are looking for quality 
programs in communities where they have a large enrolled popu- 
lation. They then will go in and attempt to negotiate the best rates 
they can using their leverage in that. 

One piece on the insurance that I think gets overlooked many 
times is that it’s not just the episode of care where you put the 
organ in and do the transplant. The insurance companies are on 
the hook for the entire amount of time that that patient, for that 
entire patient, including any time that patient is waiting for trans- 
plant. So I’m actually franMy surprised that the insurance compa- 
nies and managed care organizations haven’t weighed in on this 
issue. 

This summer I believe UNOS is releasing center-specific, actually 
OPO-specific waiting times, and it will be kind of interesting to see 
what the response from the pa 3 n‘oll community is on this particular 
issue, because clearly if you can get your patient into, back into 
their own community at a transplant center with an appropriate 
outcome and a short waiting time, I would be surprised if the in- 
surance companies didn’t jump in terms of starting to redirect 
some of the patients back in consistent with where the shorter 
waiting times are. 

Mr. Barrett. And, finally, Ms. Aschbacher, I think your experi- 
ence shows us the need for increased supply, and, Mrs. Hodgson, 
I guess for you I think your plea was that we put more effort on 
increasing the number of donations. And, again, I don’t know that 
there is any disagreement. Do either of you have any specific sug- 
gestions on how we could better accomplish that? 

Ms. Hodgson. I just think a lot more time and money needs to 
be spent on figuring out programs to promote organ donor aware- 
ness, and there isn’t enough time and money being spent on that 
right now. 

Mr. Barrett. And Ms. Aschbacher, did you have any sugges- 
tions? 

Ms. Aschbacher. No. I just agree with Patty here. And I just 
feel that our Wisconsin Donor Network is so great in the work that 
they do here, you know, the transplant coordinators. Somehow if 
the other transplant centers could get some of that knowledge and 
success, that is the way we could go and get more organs. 

Mr. Shays. Maybe we should export them out so they can teach 
other people to get organs. 

Mr. Barrett. I want to thank each of the panel members. Again, 
this is very beneficial, I think, to all of us. And I want to thank 
you for taking the time out of your lives to be with us today. 

Mr. Shays. Let me just tell you what we we’re going to do. We’re 
going to have a 10-minute break. We’re going to have cards in the 
corner desk over there. We’re going to have people sign cards. 
We’re going to have you in groups of 1, 2, 3, and 4. A group is going 
to consist of five. I’m not going to call off the names. I’m going to 
just say group 1 now come up, line up and give their testimony. 
What I’m going to ask is please raise you hand high when I ask 
this question, because we want to get a sense of time here. How 
many people would like to make a statement before this sub- 
committee? 
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Just keep them up for a second. I have about 20. We’ll accommo- 
date you. And so we’re going to have a 10-minute break. We’re 
going to start at about 3 ^ter 4 o’clock, a 10-minute break. We look 
forward to your testimony. I want to thank panel II. You were out- 
standing and very helpful and thank you very much. 

[Recess.] 

Mr. Shays. What we have, we have 30 speakers. And we are 
going to allow each speaker 2 minutes, and Tom and I for the most 
part are going to do some good listening. We may jump in, but 
hopefully we’ll keep our side down to allow for testimony. We have 
30 speakers and we’re not going to increase the list. I hope every- 
one understands. So we have the list. It’s 30. That is what we’re 
going to go with. And so we’ll be out of here in about 1 hour and 
15 minutes, I think, by the time it takes to — and we have, I think 
we have six groups? We have six groups of five, and so the first 
group, if you don’t mind, we’ll call the first group up, and we will 
have — if you know who you are, you can just, in that first group 
you can ^ve your name, and then we’re going to have you — I’m 
going to just give you a sense. This is going to be the clock right 
here. I mean obviously if you’re 1 or 2 seconds over I’d appreciate 
it if you could be under, but I won’t cut you right off, but pretty 
close to it. And then you’ll just bring the card to Joyce. OK? It’s 
great to have you here. 

Mr. CORROW. My name is Johnny Corrow (phonetic spelling). I’m 
a kidney-pancreas recipient for 8 years down at the University of 
Wisconsin-Madison. In your comments earlier I heard you want- 
ed — ^you said that you would like some information or some proof 
that if the organs went national instead of regional, how it would 
affect the outcome or the donor situation. When I went on a donor 
list 7 years ago, almost 8 years ago, we had 300 of my friends, my 
family, my race car fans, I drive a race car, they all signed their 
donor cards. You’re talking about a community coming together. 
We run ads in the newspaper. My local newspaper ran a big ad. 
They had a whole day of donor awareness day. Everything was 
pointed toward local donors and that the organs were going to be 
donated and if something ever did happen, barring was going to 
happen to anybody we knew, that it gave me another chance at 
life. I received my transplant. Ever since then I have been involved 
in going around and talking every single day, every day of my life 
since my transplant. I talk to people about donor awareness and 
how it changed my life and how it changed my wife’s life. This year 
in 1998 the Race For Life that we’re going to be racing at the 
Slinger Speedway is made for awareness and opportunity, aware- 
ness of the need of organs, opportunity to give people a chance to 
sign their donor card at the race track. They save a dollar. Your 
organ’s already made you a buck, so, you know, you’re money 
ahead. And these are our shirts. 

Mr. Shays. Join the 

Mr. Corrow. Join the Winner’s Circle. 

Mr. Shays [continuing]. The Winner’s Circle. All right. 

Mr. Corrow. And I’d like to say that I hope that everything that 
we have done in Wisconsin, I mean our organ procurement center. 
University of Wisconsin orgam procurement center, these people 
work their butts off, and I know deep down in my heart if you had 



155 


your job and you worked your butt off and your boss said, “Well, 
you know, Tom, I’m going to cut your pay back 10 bucks, you’re 
working hard but I’m cutting your pay back,” you know deep in 
your heart you are not going to work as hard. You may think they 
are people who make sure that you are working that hard, but I 
think that is what is going to happen with organ procurement with 
the donors. I mean you are penalizing Wisconsin for their hard 
work. You’re taking our organs and sending them all over the Na- 
tion. We’re working hard — if they go that way, I know my heart is 
not going to be into it because when I go to Madison, I see all my 
friends, we’re like a fraternity. 

Mr. Shays. OK. Let me just say, since you’re the first. I’ve got 
to set a fairly good example of sticking with the 2 minutes, other- 
wise I’ll probably lose control here. 

Mr. CORROW. OK. I just want to say that we’d like to, you know, 
hopefully maybe be able to keep them here and 

Mr. Shays. Fair enough. 

Mr. CoRROW. Go to the Race for Life June 14. 

Mr. Shays. Thank you. If you’d give Teresa your card. That’s 
great. Thanks. This is for the recorder. That is why we are doing 
this. Thank you. 

Ms. Larson. Hi. How close? 

Mr. Shays. Yes. Up close. 

Ms. Larson. OK. My name is Michelle Larson. That great kid 
you saw in that picture is mine. I don’t think that picture will fit 
in my wallet, but as Dr. D’Alessandro stated, Ross was not hos- 
pitalized as he awaited his transplant, but that is not to say he 
was not ill. We lived with the transplant cloud hanging over our 
heads for 10 years since Ross was bom. We followed with intense 
interest the progress in medical technology in organ transplan- 
tation, and we felt extremely fortunate that we lived in Wisconsin 
where we knew that when the time came, our son would get the 
best of medical care. In 1990, we moved from northern Wisconsin 
to Madison as Ross’ health started to deteriorate. We wanted to be 
in the best location possible. Finally, in early 1996, it was time to 
have him evaluated for transplant. We were so fortunate that Ross 
only waited 4 months and had his transplant just before he turned 
the comer to being critically ill. 

Ross went home after only 10 days in the hospital after a liver 
transplant. This is not to say that it has been easy, these almost 
last 2 years. It has been a very rocky road, and because of that we 
truly feel that if we had waited until Ross was critically ill. Status 
I, we probably wouldn’t have our son with us today. He probably 
wouldn’t be here. We’re very thankful to Dr. D’Alessandro, Dr. Stu- 
art Knechtle, UW Hospital for their great care. Most of all we are 
thankful to God and the family of Samantha who bravely donated 
her organs. Sam’s picture smiles down from us every day from our 
refrigerator. She was a beautiful 14-year-old girl who lost her life 
in a traffic accident. Interestingly, she died in the same hospital 
that our younger child was bom in in northern Wisconsin. And to 
go one step further, the week after our son had his transplant, my 
sister realized that she went to church with Samantha’s grand- 
mother and they held each other and cried with each other. So 
when you talk about community, this is community. This is sharing 
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life. They gave us the most precious gift that they could give us, 
the life of our son, and we keep in touch with them. And they are 
wonderful people. And they are happy that they can be a small 
part of our lives, too. So I just want to say that — I guess that’s all 
I want to say. 

Mr. Shays. Well, your son should be very grateful to have two 
great parents. 

Ms. Larson. Thanks. 

Mr. Barrett. Thank you. 

Mr. Shays. Thanks. Ma’am, we need you — ma’am, I’m sorry. 

Ms. Larson. That’s all right. 

Ms. Shinstine. Hi. My name is Lori Shinstine, and I’m a nurse 
working with the University of Wisconsin organ procurement pro- 
gram. First and foremost I’d like to say that it’s an honor and a 
privilege to work with donor families, for they really are the nu- 
cleus of organ transplantation. Without them no lives are saved. In 
my work with them, it has become very apparent that keeping or- 
gans in our community is essential. They want to meet the recipi- 
ents. They want to share with the recipients, and they want their 
loved ones to be honored. They want the pictures on the refrig- 
erator. They want the community support. I think we owe that to 
donor families, to give them the opportunity to share life right here 
in their local community. Thank you. 

Mr. Shays. Thank you. 

Ms. Jensen. My name is Cindy Jensen, and I’m a liver recipient. 
I realize that Government regulations are absolutely necessary. It’s 
really unfortunate that everyone in the Government that is making 
all the decisions cannot walk the walk and does not face a life- 
threatening illness and waiting for a transplant and then actually 
going through it. 

I am from Rockford, IL, the second largest city in Illinois, and 
I had my transplant in 1996 at UW. I think an issue that hasn’t 
been brought up is the fact that I was an hour away from home. 
Unfortunately, I had many complications and I was there for 4 
months. Had I not been in a location where my family and friends 
could have visited me on a regular basis and given me all their 
support and love, I really don’t believe I would have survived. That 
was a real determining factor in my survival. I can’t imagine being 
that sick and having to be a long distance away from home and not 
have all of that support. 

Another thing is one of our television stations followed my story, 
as did all our media in Rockford. Consequently, I became a house- 
hold name for 4 months. It’s really amazing. No matter where I go, 
people are aware of my story. And they feel, it’s like anything, you 
know, when we know someone that has been faced with something, 
it’s more our issue, also. And because of that I feel our community 
has really taken a different look at organ donation, and not a day 
goes by that I don’t hear from people saying what a difference it 
made in their life where they never would have considered dona- 
tion before. After following my story, they definitely are now a 
donor. I have even experienced people dying and their families do- 
nating saying it was because of me. It’s very important. 

Mr. Shays. Sounds to me like the media as well deserves a lot 
of credit. 
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Ms. Jensen. Oh, absolutely. Absolutely. 

Mr. Shays. Thank you very much. 

Ms. Jensen. Thank you. 

Mr. Medland. Mr. Chairman, Congressman Barrett, I’m Mike 
Medland. I happen in professional life to be a single client attorney 
specializing in administrative law and insurance law. And my im- 
mediate reaction probably should be to stand here and discuss all 
of the things about the administrative agencies that I didn’t like 
that I heard this morning and the insurance questions that came 
up that I didn’t like, but more important than all of that, I am re- 
cipient of a liver transplant 4V2 years ago, and I can’t be dis- 
passionate about this. I got my liver transplant at the University 
of Wisconsin. I live in Madison, only 5 minutes away from the hos- 
pital. It was great to be able to do that. 

I do want to share with you some things that have happened 
over the years to me that will tend to support your intuitive feel- 
ing, Mr. Chairman, that people — ^it is important to donors and to 
other people in this whole process to see the results and that there- 
fore they must be local. 

When I got diagnosed with my problem, I had prior to that on 
a tentative basis not been properly diagnosed. After the proper di- 
agnosis came down, one of the surgical nurses stopped in my room 
and said I need something to pick me up, and I just heard that the 
diagnosis that we initially had on you wasn’t correct and I’m so 
happy to hear it and I had to stop down to see you. Now, there is 
somebody who wants to see good results from what is being done. 

Second one is a donor family. The family of my donor, the donor 
was a 14-year-old boy, unfortunately, who died in a motor vehicle 
accident. The parents were divorced, both remarried. One parent 
did not want to know any of the donees — any of the recipients. The 
other parent did want to know the recipients, has met at least two 
of them that I know of, including myself, and has expressed dis- 
appointment in not meeting the others, but they all live in the 
area, within a couple hundred miles of the donor family. I live less 
than 100 miles away from the donor family. 

The third one is the staff, professional staff and nursing staff at 
Theda Clark Hospital where my liver came from. And I have met 
some of that staff, including the neurosurgeon. And they were anx- 
ious to meet me. They were anxious to see the good results of all 
of the hard work that they went through on that case or any other 
case where organs were donated. It is important to these people to 
be able to see those results. And this importance for some may 
make the difference between whether there is a donation or not. It 
may make the difference between whether the hospital staff really 
approaches donation with a positive attitude or they just fulfill the 
law by saying you wouldn’t be interested in donating, would you? 
Those are important, and they result in additional donations, and 
we will lose some of those donations. Thank you very much. 

Mr. Shays. Thank you. 

If we could have ^oup 2 now come forward. I think Mr. Barrett 
would agree that this is a very important part of our day. We really 
appreciate you all staying and willing to testify. 

Mr. HULNICK. Congressman Shays, Congressmem Barrett, my 
name is Warren Hulnick, and I’m a liver recipient of IIV 2 years. 
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Fortunately, I received my transplant before the current regional 
barriers were in place. At the time of my transplant I was a resi- 
dent of New York and was referred to the University of Pittsburgh 
Medical Center for my transplant, and my donor liver came from 
Alabama. Today that wouldn’t happen. I wouldn’t be here. Cur- 
rently I volunteer with the University of Pittsburgh Medical Center 
Liver Transplant Service at the Candidate Evaluation Clinic, and 
I have met — I have been doing that now for almost 5 years, and 
I’ve met patients from all over the country. They’re referred to 
Pittsburgh and to the other larger centers probably because of the 
reputation of excellence. And I don’t see any reason why since the 
larger centers, probably a lot of the centers, not only the larger 
ones, are treating patients from, away from their local area that 
these organs can’t follow the patient to the center. And I think 
these new regulations are finally patient-based rather than center- 
based, and I think they should be supported. Thank you. 

Mr. Shays. Thank you very much, sir. 

Ms. Flasher. My name is Jennifer Flasher, and I am a cystic fi- 
brosis patient who had a double lung transplant 3 years ago March 
27th, so I’ve just experienced my third anniversary. Because of that 
I have been able to go back for a second degree. I’m going for di- 
etetics at the University of Wisconsin. I have worked continuously 
except for the 3 months post-transplant. I worked up until the day 
of my transplant. I was able to stay out of the hospital, mainly be- 
cause of my own whatever, just drive that I had to keep myself out 
of the hospital. 

Also, I do want to say that I do think insurance companies have 
a play in what is being done with patients and the organs. I had 
a friend who died 2 V 2 years ago because of an insurance decision. 
She got all of her pretransplant care for cystic fibrosis at the Uni- 
versity Hospital in Madison. She was ironically able to have all her 
post-transplant caire at the University of Madison. However, she 
could not have her trainsplant at the UW because she lived right 
over the border in Rockford. I think that insurance companies and 
just basic general knowledge of organ donation does need to be 
stressed to everybody. I mean and the TV shows that are depicting 
organ donation as negative ought to be told that that is not exact — 
that their representation of organ donation is definitely false. 
That’s all I have to say. 

Mr. Shays. Thank you very much. 

Mr. Toews. My name is Bob Toews. My wife 

Mr. Shays. Bob, just lift the mic up for you. You can just point 
it right up to you. Thanks. 

Mr. Toews. My name is Bob Toews up from Illinois. My wife is 
Cindy Jensen that had the liver transplant. 

Four items I would like to talk on are selection, shortage, pro- 
moting livers, and the KISS method. 

Selection is when we found out that Cindy needed a liver trans- 
plant in 1990. We reviewed all the transplant regional units, hos- 
pitals, and we also looked at location. By the numbers we chose 
UW for those two reasons. 

Shortage. We started, Cindy did, started an organ fair in Rock- 
ford at one of the largest — largest what. Honey? 

Ms. Jensen. Mall. 
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Mr. Toews. Mall there in Rockford. And we had a fair of the year 
to promote organ donation. It worked out real well. 

As far as the KISS method that I would like to address, ladies 
and gentlemen, Wisconsin has one of the best in the country. Select 
the top 10, find out how they do it and proceed that direction. 

Mr. Shays. What is the KISS method? 

Mr. Barrett. What is the KISS method, if you could really 
quickly tell us? 

Mr. Toews. Keep it simple, shithead. 

Mr. Shays. Now, in my refined area of New England, we say 
keep it simple, stupid. But then again. I’m in farm country; right? 

Ms. SURLAS. Have I lost 

Mr. Shays. You have not lost any time. 

Ms. SURLAS. OK, thank you. My name is Debbie Surlas. I am a 
registered nurse. I had a kidney-pancreas transplant years ago 
at the University of Wisconsin. I’m also vice chairman of Patient 
Affairs Committee of UNOS. I’m on a UNOS subcommittee for pa- 
tient access to transplantation. And I’m also the immediate past 
president and executive director of Organ Transplant Support, 
which has about 800 members on our mailing list, and we’re one 
of the largest independent support groups in the country. We are 
not financially supported by any transplant center. 

I would like to say that I am both honored and privileged to work 
with an organization like UNOS where I cannot only bring my 
opinions, but the opinions of the support group, the patients that 
are on it, the candidates, donor families, and recipients to the Pa- 
tient Affairs Committee. All the policies of UNOS come through our 
committee for our input, our opinions, and our vote. I don’t know 
of any other organization where I would have the opportunity to 
represent this many patients the way I do with UNOS. 

I’d also like to say that my organization, my support organiza- 
tion, is extremely active in organ promotion, organ donation pro- 
motion awareness. We’ve also set up programs in the high school 
to teach children about organ donation. 

I’d also like to say that because I was transplanted when I was 
not extremely critical, that my quality of life post-transplant is 
what it is today. Most people looking at me have no idea I was as 
sick as I was. And if I was transplanted at a much more critical 
stage, I don’t think that I would be possibly alive or in the shape 
I’m in today to be able to touch as many lives as I do touch. All 
my — almost all my waking hours I’m promoting organ donation, 
helping patients on the Internet, in our support ^oup. I have been 
teaching insurance companies about organ donation and transplan- 
tation and the effects of the whole thing to help them understand 
the payment system, et cetera. Thank you. 

Mr. Shays. Thank you very much. 

Ms. Conrad. Hi. I’m Joan Conrad with the Wisconsin Donor Net- 
work. And I have been a procurement coordinator for the last 9 
years and have worked as a nurse for 12 years. And I want as a 
professional just to acknowledge the work that is being done here 
on allocation is very important, yet, again, we cannot lose sight of 
the fact that we do not have enough organs to go around. One of 
the most limiting factors in my profession is access to the donor 
family, and one of the things that can be so very beneficial is an 
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opportunity for hospital administration and physicians to let the 
donor professional staff interact with those families at the time of 
grief and loss. We have done in the procurement world extensive 
studies that show that families need to be approached in a sen- 
sitive manner at the appropriate time with the appropriate termi- 
nology and in an environment that promotes a decision that’s best 
for them, yet oftentimes we’re not allowed to participate in that 
discussion due to a fear that we are going to be too coercive or as 
the TV show “ER” portrays us as the vulture coming in and not ac- 
tually being on the side of that family making the decision. So we 
need to focus again on physician education, letting the physicians 
know that we are there to help and if they are not able to do so, 
we can approach those families. And if they choose to do so, give 
them the information so they can do so in a compassionate and 
sensitive manner. So we can’t lose sight that we need to help our 
physicians and our hospital administration realize that this is an 
important issue. Thank you. 

Mr. Shays. Thank you very much. 

If we could have group 3 come up. 

Mr. DuMez. My name is Duane DuMez. I’m a heart recipient 3 
years ago, just about 3 years ago. To preface it. I’d like to say I’ve 
met the family, and the importance of having it done locally, that’s 
been one of the biggest events in my life. We have gained some 
dear friends. When we met them we talked to them collectively and 
individually. When I talked to the youngest daughter alone, she 
said to me she had been very opposed to her mother donating a 
heart. But she said the rest of the family wanted to do it, and I 
knew that was my mother’s wishes, so I went along with it very 
reluctantly. She said would you mind if I listened to my mother’s 
heart? I said no. And she put her head on my chest and she said 
I’ve changed my mind. She said that part of my mother is here in 
you. And she said I’ve changed my mind on the donor program. I 
will be promoting it. 

As far as another thing goes with the Government, yesterday 
Russell Feingold was in Sheboygan, and he usually gets crucified 
on the partial birth abortion issue there, and he defended it by say- 
ing legislatures have no business getting in the medical field. That 
is why they should leave that up to the medical people that are 
good at it. And now here we are on the other end, we’re getting 
legislation and the Government getting involved in something the 
medical people should be dealing with. It scares me a little bit be- 
cause we are not dealing with a rash or anything like that. That’s 
dealing with my life, and I don’t want a bureaucrat in Washington 
deciding what to do with it. I want the people that are dealing with 
it right here, right now and that can see me and check me, not 
somebody somewhere else. And it scares me a little bit whenever 
the Federal Government gets involved in things. Usually things are 
done very inefficiently and expensively, so I ask you to keep out of 
it. 

Mr. Shays. Thank you, sir. 

Mr. Hackbarth. Mr. Barrett, Mr. Shays, my name is Elmer 
Hackbarth, and my wife is a recipient of a liver transplant. Just 
stand up there. That’s my bride of 36 years. And we have five chil- 
dren. And let me tell you this was a real blessing from the Lord, 
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I would say, that the liver became available for us here. And I have 
just put down a couple comments here. First of all, with the, all 
the controversy about Social Security going broke and Medicare 
having all kinds of trouble, is there a successful pro^am that you 
can tell us about that the Federal Government instituted that is 
successful? I can’t really think of anything decent. 

Mr. Shays. Well, let me just say that 60 percent of all the trans- 
plants that take place are paid for by your Federal Government. In 
fact. Medicare, so I do want to say I think Medicare is an outstand- 
ing program. 

Mr. Hackbarth. That transplant there was not paid for one 
dime by the Federal Government money. By Government money. It 
was all insurance, which I paid the bill for. OK. I have a suggestion 
for procuring organs. Most of us have a driver’s license. What is 
wrong with saying — we’d probably have to have it come through 
the State, but let’s say let’s make a free license renewal if you 
would put on your driver’s license that you would be a liver, I 
mean an organ donor. People would get out of paying, what is it, 
$7 or $15 whatever it is. Yes. Whatever it is. I’ve forgotten what 
it is. It’s been a year or two. But just something that simple you 
probably could get a lot of people signing up for organ donors. 

And my final point is apparently since other areas of the country 
are envious of Wisconsin’s success, why don’t they — why don’t you 
guys tell them to come to Wisconsin, study us. 

Mr. Shays. Before Mr. Barrett asks you a question, I will tell you 
that is why we are here. 

Mr. Hackbarth. Don’t dismantle our system here. We have 
something that is working. 

Mr. Shays. Well, that’s why we’re here, to see how you do it. 

Mr. Barrett. Let me ask you a question, if I could, please. Did 
you say you had five children or five children so far? 

Mr. Hackbarth. Five children. 

Mr. Barrett. OK. 

Mr. Hackbarth. My fiiend is kidding me every once in awhile 
that an 18-year-old liver is hard to keep up with. 

Mr. Barrett. OK. Another point. I’m obviously on the side of the 
Wisconsin hospitals, but I don’t think it advances our cause, frank- 
ly, to say that the Federal Government hasn’t done anything well 
because the system is frankly a, it’s a contract with the Federal 
Government, but in essence as Mr. Shays was saying, because of 
the monopoly conferred upon it, it is an extension in some ways of 
the Federal Government even though it’s operated privately, and I 
think that our goal for all of us in our community should be to try 
to get across our belief that this system will work better if the or- 
gans stay here. So I don’t think that this is one of those issues, and 
I realize there are issues out there where the Federal Government 
does this well or doesn’t do this well. I don’t view this as that t 3 q)e 
of issue, just so you know that. 

Mr. Shays. But I do think we both agree that the Government 
should stay out of it to the extent possible. I mean I do think that 
it’s very clear. 

Mr. Hackbarth. I think that’s better left off to a private enter- 
prise, to the individuals of the State of Wisconsin and, hey, let’s 
keep our organs here. We need them here. 
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Mr. Shays. OK, sir. 

Mr. Hackbarth. Hey, if you’ve got problems in Connecticut, 
rouse the people up there, do something a little more better. 

Mr. Shays. We also have problems in Connecticut. OK, thank 
you, sir. 

Ms. Stebbins. My name is Annette Stebbins. I’m going to be 
celebrating the sixth anniversary of a liver transplant this Easter. 
Dr. D’Alessandro had my picture up there, and he gave me the 
credit for being 51 years, but, however, I got my liver for my 50th 
birthday, and I thank you and I’ll give you a little kiss later on. 

Mr. Shays. That is a different kind of kiss. 

Ms. Stebbins. Write that down. 

I would like to say that I think we are fortunate to have so many 
wonderful transplant centers across the country, Pittsburgh, Ala- 
bama, Wisconsin. I was very fortunate to be living in Madison, WI, 
which is my umbilical cord for my liver. But I hate to see the sys- 
tem being bureaucratized, and I would like to be able to see rather 
than punishing the groups that do really well on procurement, why 
can’t we bring up some of the smaller groups. I have people from 
all over the country call me because they ran into so and so on the 
airplane who, gee, do you know someone in Madison, WI. I know 
this, I have people in Florida and Texas and California and on the 
east coast that I talk to about kidneys, about livers and whomever 
would call, and I’m happy to do that. The woman I received my 
liver from happened to be a 26-year-old woman who died in the 
closing of a C-section after delivering a health baby girl, and I hap- 
pened to be the very fortunate recipient of it. I’m delighted to have 
been here today. It was a great education for me. Every day is an 
education. I don’t complain about the rain or the snow. I would like 
to congratulate our procurement department, and all over Wiscon- 
sin they take the time to go to the smallest group in the smallest 
church, the smallest town, whether it’s 5 people, 10 people or 100 
people and talk to them about organ donation. 

I happened to have a background in marketing and design, and 
when I received my organ, when I received — had to have a liver 
transplant and be put on the list, I had terrible insurance prob- 
lems. Insurance is the problem, and my heart goes out to the 
woman who lost the young child. When you are not well and your 
family is involved in emotional, financial trauma, it is very difficult 
to make decisions. We need the insurance people to listen to us. 
They said you have to have so many refusals, you go back to them 
and they say, ‘Well, we will get back to you in six weeks,” you say, 
“I will be dead in six weeks.” I just finished a 4-year stint on the 
Hurst (phonetic spelling) Board Health Insurance Risk Sharing 
Pro^am for the State, so I can tell you that it’s a very difficult sit- 
uation with insurance for all of you. I wish everyone here well. I 
thank you for coming and talking to us. And I wish we’d kind of 
look into an implied consent even in some way for our country. I 
realize that’s another pail of worms, but it’s something to talk 
about. 

Mr. Shays. OK. Fair enough. 

Ms. Stebbins. Thank you. 

Mr. Shays. Yes, sir. 
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Mr. Jones. Mr. Chairman, I received my heart in November 
1993, from the University of Wisconsin. I think you are doing an 
investigation of this problem that is admirable, but I also think 
that it’s rather obvious and that anybody with common sense, with 
the exception of Ms. Shalala possibly, can see what the effects of 
her proposals will be on this program. It is obvious to me that the 
effects will be a net outflow of organs from low population areas 
to high population areas. Areas such as Wisconsin, North Dakota, 
Iowa, et cetera, will end up in a period of time with a net outflow 
of organs. I being a resident of Wisconsin naturally don’t think this 
is a good situation. I’ve got so many thoughts that I find it hard 
to correlate them at this point, but one of the things that was 
brought up during the day was the possibility of racial discrimina- 
tion in the process. I don’t know about that, but I don’t think that 
that exists to a very great extent. If there is discrimination that ex- 
ists, it’s economic discrimination. The fact is that in most cases, 
with the exception of the people that the Government pays for, the 
only people that can get a transplant of any kind are the people 
that can afford it, either through their insurance or through their 
personal finances. 

In my case, as an example, before I was put on the list, there 
were two requirements to be put on the list. You either had to de- 
posit 100,000 in cash or you had to have a letter in writing from 
the insurance company stating that they would pay the bill when 
it was all done. In my case it turned out I had a number of com- 
plications, so in my case it amounted to a figure somewhere be- 
tween 450 and 500,000, and to this day it’s still adding up. So, 
again, as far as, now as far as the donors, another thing that 

Mr. Shays. Try to wrap up just a little bit. 

Mr. Jones. OK. One of the things that I wanted, that the donors’ 
families, I think one of the things that they are primarily inter- 
ested in is that their gift is going to somebody and is going to do 
some good. And if you give it to the sickest, that is not always the 
case. It will be wasting mamy organs, and from the donor’s stand- 
point, it will be a loss to their heart that they have donated some- 
thing and it’s gone to a person that didn’t survive and in that way 
they have a loss. Thank you for your time. 

Mr. Barrett. I just wamt to make a comment. I don’t know to 
the extent that the new rules deal with this, but I tailked to one 
other person today that talked about the lists and the inability for 
people who don’t have the resources to get on the list. I am con- 
cerned that there should be no financial barrier whatsoever to get 
on the list. And that is something I’m going to look into further. 
Thank you. 

Mr. Enk. Good afternoon. 

Mr. Shays. Good afternoon. 

Mr. Enk. Congressperson Shays, Congressperson Barrett, 
friends, my name is Scott Enk. I’m a life-long resident of the city 
of Milwaukee and the State of Wisconsin who, like many people, 
used to be very passive about organ donation. I really believed that 
signing my donor card and talking it up to people who seemed re- 
sistant was enough. It’s not. It’s very obvious that when you look 
at orgam donation from perhaps an economic standpoint, which is 
perhaps the most dispassionate way to look at a scarce good, there 
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is a supply side and a demand side and as people like Mr. Vorus 
(sic) of the Adult Wisconsin Donor Network, and — ^Volek, Mr. 
Volek, and Ms. Little-Conrad both pointed out, the real problem, as 
many speakers also point out, is with the supply of organs. I would 
hope that you and other Members of Congress start taking a very 
close look at how to increase the supply of organs by considering 
some of the suggestions you have heard today, perhaps going if not 
all the way, too, in the direction of a presumed or implied consent 
system, but that’s a completely different set of issues. 

What we are looking at here is the demand side. When it comes 
to that, we know what works. You have heard it reported here that 
the vast majority of Wisconsin residents felt that — 56 percent, felt 
a preference should be given to patients at Wisconsin hospitals. 
Now, the people in Pennsylvania, some of the people in Washing- 
ton, DC, might call that provincial, but it works. Wisconsin has one 
of the better organ donation programs in the country. And we do 
not think — instead of exporting livers to States which do not have 
as good an organ donation programs as we, why not export our 
ideas. Why not bring them up to our standards rather than be pe- 
nalized for our success, because otherwise you have no incentive for 
those other States to really improve. 

We have all heard about the concerns expressed about other 
transplant centers closing, about people having a hard time travel- 
ing, about the possibility of livers being wasted on retransplan- 
tation. As long as these serious concerns exist, and they are very 
legitimate concerns, should we follow the basic medical maxim, 
first do no harm. Let’s not rush into this, these changes. Let’s take 
a very good close look at them, and if need be, go very slowly, if 
at all, before destroying a system that we know works. 

Mr. Shays. Thank you, sir. 

Mr. Enk. Thank you. 

Mr. Shays. All right, sir. 

Mr. Lamm. Yes; my name is Frank Lamm. I’m a kidney trans- 
plant recipient and I also have four children, three of whom stand 
a 50 percent chance of having the same kidney disease that I have. 
Under the new proposal I’m not sure that I would be standing here 
because after my kidney transplant, I had a series of rejections 
that if I was a lot sicker, I probably wouldn’t have survived. There 
is a lot more that goes into a doctor’s determination and the whole 
assessment as to whether or not an individual is ready to be trans- 
planted than a series of numbers or filling in a few blanks that 
might be the cases in a Federal procedure. I really believe that de- 
cisions like this should be made closer to home. I also believe that 
if there is — there’s an old saying that if something ain’t broke, 
don’t fix it, and at least in Wisconsin, this system is not broke. This 
works fine. This works as — about as well as one could hope, and 
I was somewhat disappointed to hear the Federal testimony to the 
fact that they felt that this was unfair. I think that this system is 
as fair as a system, a human system could be, and regulations 
would not necessarily make a more fair system. Of course, the 
problem is there aren’t as many organs as are necessary to solve 
the problem, and until that case and until the day comes that there 
are more organs, everybody who doesn’t get one is going to feel that 
the system is unfair. So I think efforts should be placed someplace 
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other than trying to fine tune and manipulate the system that we 
have right now. 

I do also think that if the subcommittee is interested in making 
some changes, they should consider maybe reducing the impact 
that a large center has such as Pittsburgh and give more emphasis 
to the regional systems and create in fact more regional systems 
throughout the country that can be as good as the one here in Wis- 
consin. 

Mr. Shays. Thank you, sir. 

Mr. Lamm. As far as tax incentives are concerned, I really 
think — or as far as other incentives are concerned, I think they 
should consider tax incentives and perhaps something in the form 
of paying for burial benefits also. Thank you. 

Mr. Shays. Thank you very much. I think we’re with group 4; is 
that correct? I appreciate everybody’s patience in waiting. This is 
very interesting. 

Mr. Fiske. My name is Charlie Fiske. I’m from Boston. The last 
time I was in Milwaukee was November 5, 1982. My plane had 
stopped here just briefly as I was on my way to the University of 
Minnesota because my daughter who was the most needy patient 
and the youngest liver transplant patient in the country was wait- 
ing for an organ to be flown from Primary Children’s Hospital in 
Utah, so she could receive a life-saving organ transplant. 

In 1983, I was in front of Congress twice. In 1990, I was in front 
of Congress. In 1993. I testified at the HHS hearings in December 
1996. Also served on the UNOS board for 4 years. I’m also one of 
nine general public members of the UNOS Corp. I thoroughly sup- 
port the Department’s initiative to make it a level playing field. I 
cannot say that enough times. I have said that publicly, I’ve said 
it privately. I have always advocated for a level playing field. 

Under the current system my daughter, who is now age 16 and 
a testament to the fact that liver transplantation works under the 
current arrangements, would not be alive. Under the current sys- 
tem that’s being proposed, she would have an equal chance and we 
came from Boston, went to Minnesota and the organ came from 
Utah. That was 1982. The Department has made the right step 
and, again, I thoroughly support and encourage the members of the 
committee to look at what the Department has said because I as 
a patient and a father of a patient advocate thoroughly support 
what the Department has done. Thank you very, very much. 

Mr. Shays. Thank you very much, sir. 

Mr. Oldam. My name is Paul Oldam. I’m chairman of the UNOS 
Patient Affairs Committee. More importantly. I’m also a heart 
transplant recipient. I’ll try to be very ecumenical in my comments 
today because I received my transplant at St. Luke’s Medical Cen- 
ter in Milwaukee. My wife’s family is from Pittsburgh. And my fa- 
ther was bom in Beacon Falls, CT. So I think I’ve got all three 
bases covered. There seems to be some concern expressed here that 
there is perhaps insufficient patient input into UNOS’ activities 
and that perhaps it operates in a parti^ vacuum. In my opinion, 
that’s extremely far from the truth. My committee is made up of 
patient recipients from each of the 11 regions of UNOS. They are 
not paid by UNOS, they’re not employees, they’re purely volun- 
teers, and they are interested in furthering transplantation. That’s 
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their sole motivation. We consider every policy which is proposed 
to change in UNOS or any new policy. We review it thoroughly and 
I report personally to the Board of Directors of UNOS. There is, I 
think, ample patient access into these problems and into this dis- 
cussion, and it’s certainly not operating in a vacuum, I can assure 
you. 

At our last meeting, which preceded by about a week and a half, 
the actual regulations which were just published by the Secretary, 
we discussed what we knew of the regulations at that point in 
time, and I can tell you that the committee unanimously feels that 
UNOS should be the principal allocator of organs in the United 
States. Not to say there shouldn’t be some appropriate Government 
overview, but UNOS is made up of patients, professionals, trans- 
plant professionals, physicians, surgeons, and I think in our opin- 
ion is far better suited and more able to determine organ alloca- 
tions than any Government entity is. Thank you. 

Mr. Shays. Thank you, sir. Thank you very much. 

Ms. Wagner. Good afternoon. My name is Virginia Wagner. I’m 
a physician assistant. I work at Children’s Hospital in the emer- 
gency room. I’m also a patient, and in 1979 my dad, 1973, excuse 
me, my dad was a patient at the VA Hospital here in Milwaukee. 
He was in renal failure, and my sister and I were both in our early 
twenties. As my dad’s health declined, we were told by the doctors 
at the hospital that a committee at the hospital had met. We didn’t 
know this committee existed. They had met. They had reviewed my 
dad’s case, and they had decided at that time that he was not a 
candidate for dialysis or the experimental process of transplan- 
tation. At that time dialysis was not covered by the Federal Gov- 
ernment. There were few machines and a process had to be decided 
on, who was chosen, and who was not. My dad was not chosen and 
he died that summer. 

That summer our whole family was checked for kidney disease, 
and I was determined to have adult onset polycystic disease. It is 
now 25 years later. My kidneys are failing. I will be on dialysis 
probably in the next few months. And now I’m faced with the fact 
that another committee is deciding my fate, a committee that by 
happenstance I happen to run across today. I didn’t even know you 
were meeting here until I came in the building. So I’d just like to 
have that input. 

I can’t tell you how to make these rules. It’s above my statistical 
knowledge to figure out what is going to work out best for patients. 
I can just tell you it’s very hard sitting here having someone else 
decide. It’s like you are in front of a giant slot machine and the 
wheel is pulling down and you watch those wheels spin and you 
wonder are the three balls going to come up for me or not. 'The 
odds are not great, and if you start playing around with the sys- 
tem, you upset everyone’s lives, and you don’t know how it’s going 
to turn out either. 1^ just be aware that our lives hang in the bal- 
ance when those wheels are spinning, and I don’t like committees 
deciding what happens to my life. I have been through that once 
already. Thank you. 

Mr. Shays. Thank you, ma’am. 

Mr. Jones. I’m Alvin Jones. Fm from Mount Horeb. And I had 
a liver transplant. It will be 2 years. May 22. And I was in the hos- 
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pital for the month of March, and the first few days I wasn’t ex- 
pected to live, and on the 5th of April I got the word that I was 
on the transplant list, and on May 21, I got the call for a liver. 
And, anyway, my liver came from the Swedish American Hospital 
down in Rockford, and when I went in that night, I went in with 
a smile and a positive attitude and God was behind me. Thank you. 

Mr. Shays. Thank you, sir. 

Mr. Cronce. Chairman Shays, Congressman Barrett. My name 
is John Cronce. I’m from Milwaukee. My daughter works at St. 
Luke’s Hospital. My wife, however, is a patient at the UW Hospital 
in Madison. She received a heart and kidney 2 weeks ago. For the 
past 5 months I have lived with a community. It is a community 
composed of three major components at the moment. Heroic doctors 
who practice an art of medicine. She was not listed at some institu- 
tions. Her heart was too strong, her kidney was too weak, her 
heart was too weak or whatever. She was listed there. A heart sur- 
geon began an operation when others thought he shouldn’t. He was 
willing. He succeeded. The art of medicine. 

The patients that I have lived with, we have lived with for 5 
months. Do you know what they do when the word is out so and 
so’s got their heart? They lined the halls on either side and they 
clap and applaud and cheer that patient on. Then they return to 
their rooms and wonder should I be happy? Why am I sad? That 
roulette wheel I just heard about, I know that wheel. 

A day or two later these patients, Frank and Maynard, who have 
been there over a year, have watched 70 people come and get 
hearts while they have waited. Their number has not come up. 
Others were sicker. The blood type wasn’t right. They understand 
this. They understand maybe it will be their turn, maybe. They un- 
derstand it might not. 

The donors. 10:30 in the morning I received a call about what 
happened between 6 and 10 that morning someplace. A nurse ap- 
proached a family at the moment of death and found generosity, 
light, life for another family, nurses whose names turned out to be 
Teresa. I don’t know Teresa. A nurse manager who worked with an 
organ procurement organization that worked years and years to de- 
velop a relationship so that this could happen. There are, there’s 
a family out there. Attorney Shapiro talked on why don’t you pay 
for organs. Because there’s something altruistic about this. This is 
the most human, humanizing experience. This is the most personal 
experience. Public interference in this personal activity must be 
done with extreme caution. Thank you. 

Mr. Shays. Thank you, sir. 

I really appreciate the cooperation of everyone who’s — do you 
need a second here? 

[Discussion off the record.] 

Mr. Shays. I will call on group 5. I appreciate the cooperation of 
everyone. You’ve made this work very nicely. If group 5 could come 
forward. Are we all set? Thank you. 

Welcome, sir. 

Mr. Krall. Hi. My name is Dan Krall. I received a heart July 
1, 1994, and I waited on a transplant list for over a year, and the 
last month or so I spent in the hospital waiting for the heart in 
critical condition. And breathing my last gasp and waiting to die 
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and having a hose sewn into my body so that I could wait for fluids 
to come in to make my heart function more properly is a ghastly 
experience. And probably the most terrifying part was when the 
nurse came in and told me that there was a heart available. It was 
understanding that I would live and the other side of that was un- 
derstanding that someone else had to die for that that I could be 
alive. And the important thing was to me not where it came to, not 
where it came from, but that it was going to be available to me. 
And since then I have worked a lot with donor awareness groups 
and I’ve spent a lot of time and I’ve asked probably hundreds of 
people to sign their donor card. And the most important part I 
think is that there’s a great deal of education necessary to educate 
the people of this country, this community and this country that 
donor awareness, donating organs is a good thing, it’s a good thing 
for everybody. People fear that, people are afraid that their bodies 
are going to be disfigured, that they’re not going to be OK, that it’s 
going to cost them money. It’s a very simple educational process 
that I think we need to work more on, more on to — there we go 
again. To — so that people will sign their donor cards and this prob- 
lem would then be eliminated. 

In the interviewing of all of those people, no one asked me where 
the organs were going. They wanted to know how they were going 
to be and if they were going to be OK and if their family was going 
to be OK with it. And that’s the — the reality of it is giving the 
blessing and the people that I know that have signed their donor 
cards in that conversation, it’s the blessing that we can give to 
someone else in our passing. Thank you very much. 

Mr. Shays. Thank you very much. 

Ms. Moore. My name is Kathleen Moore, and I received a heart 
transplant January 1, 1993. So I’m technically 5 years old. I also 
am a health care professional, and so I am aware of many of the 
medical and ethical issues that surround transplantation and also 
the other health care issues. 

Because I have had a heart transplant, I did very well, I was 
able to return to work 6 months after my transplant and I continue 
to work full time. I also do try to volunteer and promote organ do- 
nation and do talks at schools, schools of nursing and also different 
groups. I’m promoting organ donation. And like Dan said, it’s a 
wonderful thing to be able to wake up in the morning and to know 
that you are alive and to pass that information on to other people. 

I think one of the important factors also is that not only to com- 
municate to sign your donor card, but also to communicate that de- 
cision to your family and to your loved ones because as it was 
brought out in the panel, that many of these decisions sometimes 
families can reject because they do not understand. 

Also, I think it’s important that there is good communication on 
the outcome and the effect and the quality of life of a heart trans- 
plant. I know many times when I talk to people, they will say you 
are a heart transplant? You don’t look like one. I’m not quite sure 
what they expect to see. But, anyway, I think people need to know 
that we do have quality of life and that we are worth the time, the 
effort, the gift of life and the financial moneys and efforts that are 
put into us. 
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One of the other points that I would like to talk about or mention 
that I thought about very much during the panel discussion was 
the issue of the insurance coverage. I was very fortunate that when 
I had my transplant, my insurance company did not give me much 
grief before my transplant. Now I go through continuous grief. I 
have had to change insurance companies three times because they 
raised the rate. My employer nor the employees can continue to ab- 
sorb that. I have to continuously fight for the proper care in the 
transplant community and with the hospitals and physicians be- 
cause there is a lack of understanding of the need for continuous, 
accurate and professional follow-up. 

So I guess in closing I would like to say I feel that there needs 
to be some more consideration and work done in those areas, not 
only to promote transplantation, but to keep those of us who have 
had transplants alive and well. Thank you. 

Mr. Shays. Thank you very much. 

Ms. Mayes. Hi. My name is Barbara Mayes. I received a heart 
transplant 3 years ago when I was 24. I just wanted to point out 
the fact I used to live in Texas and I relocated up here to Wiscon- 
sin, mainly because I have family up here and everything, but 
when I was in Texas, they wouldn’t put me on a waiting list. And 
I knew I was getting worse and worse and, of course, no one would 
admit it. So I decided to take my son, he is 8 now, but he was 
younger then, and we uprooted everything that we ever knew and 
moved up here to Wisconsin, mainly because I had family up here, 
but I knew the hospitals up here and their qualities and they put 
a lot of work into them. So I felt comfortable being here. 

When I got here, unfortunately, I got premant, but — so we had 
to wait, but as soon as I had my son, my heart gave out having 
him and I was immediately put on a transplant list, and I was 
blessed that I was only on the transplant list for 10 days. Every- 
body is amazed by that, including myself. And the thing that I at- 
tribute that to is the work that the Wisconsin Donor Network does 
up here and everything that the volunteers do. Of course, I volun- 
teer now and it’s just, my feeling is that if we mess with it, it’s 
going to take the lives around here and 1 don’t — it’s not that I don’t 
feel sympathy for the other places, because I do because I was 
there, but I think we need to use Wisconsin as an example and not 
tear it apart, is my main concern that we are messing with some- 
thing that is proven to be good, so I just don’t want to see that tom 
apart. And that is about all I have to say. 

Mr. Shays. Thank you very much. May I ask you a question? 

Ms. Mayes. OK. 

Mr. Shays. Do your relatives who live here have that same won- 
derful accent that you have? 

Ms. Mayes. No; I was the only one that was down there long 
enough to get it. I just can’t get rid of it. 

Mr. Shays. Thank you. 

Mr. Barter. I’m Elianor Barter. I had my transplant, my heart 
transplant January 11, 1995. I wasn’t a good candidate and that 
I don’t know how anybody can decide that for you. I got my trans- 
plant and developed deomberay — phonetic spelling — which left me 
paralyzed from the neck on down. With a lot of work at Froedtert 
Hospital, about 5 V 2 months of therapy, I now talk, walk, do every- 
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thing that the rest of you take for granted. So I also am a volunteer 
for Wisconsin Donor Network and they do such a wonderful job in 
the State of Wisconsin. I would like them to be used as an example 
by the other States. Thank you. 

Mr. Shays. Thank you very much. 

We’re with our last group. 

Ma’am, we need you to bring the card in. We need you to give 
Teresa the card. Thank you. That’s for our transcriber. 

Our last group now, our group of six, we will be concluding with 
this group because we have a plane to catch. We’re going to Kansas 
for another hearing, and the staff has to take things down. So we 
have group 6 now? 

Let me at this time — well, people are here, so we’re all set. 

Sir, you didn’t butt in line, did you? I’m teasing. I’m teasing. I’m 
teasing. You come right up. I couldn’t resist because you looked a 
little guilty. 

Mr. Blevins. I just wanted to show off my T-shirt. 

Mr. Shays. I like your T-shirt. And I like your smile. 

Mr. Blevins. OK. My name is Daniel Blevins. I’m from Madison, 
WI, here. I received my transplant in January this year and I’m 
doing really good. I feel really good, and everybody has been behind 
me. My family has been beMnd me. They came all the way from 
California when I was sick and everything just turned over like 
over night. And I’m good and healthy now. Thank you. 

Mr. Shays. Great. Thank you, sir. Thank you for testifying. 

Ms. Baumgart. Hi. I’m Marie Baumgart and I had a liver trans- 
plant December 27, 1997, and I’m doing quite well. I think one 
thing that has not been mentioned very much is the continuous 
care that is necessary after a transplant. It’s not just the trans- 
plant and the hospitalization that occurs immediately after, but the 
followup which is so very, very necessary, and I have had some 
problems with that, so I know having to come back and have a lit- 
tle more surgery, to suffer rejection and to catch that right away 
so that it can be done on an outpatient basis, which is also phys- 
ically economical. Then I would also like to say that as far as re- 
gional areas, very important as far as the support system, the hus- 
band and the family, because they need help as much as the pa- 
tient themselves and they need to have people around them who 
are supportive in this real trying situation emotionally for them. 
Thank you very much. 

Mr. Shays. Thank you very much. 

Ms. Rather. Hi. My name is Nancy Rather. I had my liver trans- 
plant here at Froedtert on Halloween of 1996. I was fortunate to 
be able to work up until the time I received my call to come in, 
which helped keep me, my mind off of this cloud that was hanging 
over me for a transplant. I was in the hospital for 10 days. I was 
back to work full time 3 months later. And I believe that we should 
keep the system we have but educate the Nation to sign your donor 
cards so we can have enough organs for everybody that needs one. 
Thank you. 

Mr. Shays. Thank you very much, ma’am. Now 

Mr. ZiEHR. I’m going to speak, OK. 

Mr. Shays. OK. Well 
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Mr. ZiEHR. My name is Jim Ziehr and this is my wife Colleen 
and this is my son Michael. 

Mr. Shays. Hello, Michael. What is your name? 

Mr. Ziehr. We have been doubly — Jim Ziehr. 

Mr. Shays. Jim. Nice to meet you. 

Mr. Ziehr. We’ve been doubly blessed, we have two children that 
have had liver transplants, so we have been through the situation 
several times. 

First of all, Fd like to start off by saying I listened to some of 
the statistics this morning, and if I was running my business the 
way I heard the 7-year-old statistics that we are m^ng decisions 
on here, I think Fd be out of business. And that kind of appalls me 
because Fm a taxpayer. So I didn’t realize the numbers were that 
old. Let me just tell you a little about our background. Michael and 
Benjamin — ^we have three boys and the middle boy doesn’t need a 
transplant, were bom with Alpha 1 antitrypsin deficiency, and they 
were, we were taken to Madison, WI, and we were diagnosed that 
we needed a transplant down the road sometime in late grade 
school. Benjamin, our oldest, who is 9 years old now, received his 
transplant in August 1995. 

One month later Michael got an opportunity to go through it. He 
was 2 years old at the time. However, due to complications with 
his first liver, which brings me to one of my other points, which 
is the fact that we talk about regional and national donation. There 
are different procurement methods that occur across the county by 
the procurement doctors who go out. And my concern is that if we 
don’t standardize some of those practices — Michael’s liver came 
from a regional donation. He had problems with the artery that 
goes into his liver, and we feel that the reason that it had problems 
was because the liver wasn’t procured by the doctors who were ac- 
tually going to use the liver, so there has to be some consideration 
of if the doctor who gets it knows exactly what organ is going into 
Michael’s body, knows the size of the cavity, knows exactly what 
he is looking for. Michael needed a second transplant because of 
that situation. The second time around Dr. Kaloyoglu in Madison 
specifically asked for an artery to be taken out of the boy’s leg that 
was the donor the second time so that they could make compensa- 
tion for that. 

If you are doing organ donation from out in Utah or California, 
bringing it to Wisconsin, those doctors in that 12-hour period of 
time will not have time to do those kind of quality decisions in 
their medical decision, and that is a concern of mine that you need 
to take into consideration there. 

The other thing that Fd like to bring up is, along with that, we 
need to stress organ donation. Everybody talked about it. And the 
reason is because statistically one-third of all the people who are 
organ donators, donation people, aren’t even asked. The situation 
in Pennsylvania, when they put their program in that Donna 
Shalala and President — or Vice President Gore is now pushing for- 
ward, their model program had 44 percent donation increases dur- 
ing that time. I didn’t hear that statistic at any of the panels. 
Forty-nine percent of people had, organ donations went up during 
that time, 44 percent more donors, 49 percent more. So if we are 
short and 4,000 people died, that would mean 2,000 more people 
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a year wouldn’t die because of it. So we really do need to stress 
that procurement is the issue. And I apologize for rambling on 
about this. That is very important to me. 

Second, I believe in democracy. As we educate young men and 
woman who come out of these transplant centers, my concern is 
that where are they going to go practice if we put out — the smaller 
transplant units go out of business? We need to continue to develop 
those young doctors, and as we push them out, with the current 
UNOS program, the number of transplant programs have gone up 
124 during that same timeframe during the last — since they put 
those rules in. But what is interesting is the University of Pitts- 
burgh’s number of organ transplants that they have done has gone 
down by half. So I have a question about that. Why would they go 
down by half? Is it because they don’t have a procurement program 
that is present for them? And I think that that needs to be brought 
forward from that standpoint. 

Mr. Shays. Thank you very much. 

Mr. ZiEHR. Yes. Do you have anything to add? Thanks. 

Mr. Shays. Let me just ask, Michael, I have this gavel, and I 
would love to end this hearing in a second and would love you to 
be the one to hit the gavel here if you want to come on up here. 
If you want. You don’t have to. But first Mr. Barrett just wants to 
make a comment and then I’ll 

Mr. Barrett. I just want to say that I’m very humbled and 
proud to be a Representative in Congress, and just as all of you 
who have had organ transplants feel lucky when you get up, I feel 
lucky to have this job, but there are some days when you feel 
luckier, and I think today’s hearing is a time when I’m going to 
leave and feel good about the community, the greater community 
that I represent because I think if there is a message that has 
come through today, it’s that the people of Wisconsin care about 
other people, and what we would like to see is we would like to see 
other States emulate the job that we have done, and so I want to 
thank everybody. I think that my friend Christopher Shays saw a 
good glimpse of Wisconsin and what good people we have here. So 
I want to thank all of you for coming and being a part of this hear- 
ing today. Thank you. 

Mr. Shays. Thank you. Let me say that I’m always proud to be 
an American, and when I come to a community like this, I feel even 
more proud. What a great Nation we have, and how nice you were 
to participate in this hearing and to be so attentive and so coopera- 
tive, and I learned a tremendous amount. I want to first thank 
your Congressman. I happen to be a close friend of Tom’s. He and 
I work on a lot of issues together, not just these issues, one of them 
happens to be campaign finance reform which he and I have 
worked long and hard on. Other reforms like getting Congress 
under all the laws that we impose on the rest of the Nation and 
lobby disclosure and gift ban legislation. All of this I worked with 
Tom on, and I just have a tremendous appreciation for the job he 
does. 

And I also want to thank our court reporter, Colleen Reed, for 
her cooperation today. You can put that in the record. And to our 
clerk, Teresa Austin. Thank you very much, Teresa. Our sub- 
committee staff. Anne Marie Finley, by the way, is a home product. 



173 


She’s a Milwaukee lady. Her mom is here, I think. Is your mom 
still here? 

Ms. Finley. She had to go to work. 

Mr. Shays. She had to go to work. OK. People in Wisconsin 
work. But I just love the fact that she was here and she is our key 
person on health care issues. And Cherri Branson and — also on the 
committee. And thanks — Cherri, rather. And Tama Mattocks and 
Terry Perry and Ed Walz from Mr. Barrett’s personal staff. I also 
want to thank Donna Gissen — phonetic spelling — who is assistant 
vice president of Office of Planning and also Sandra Terra Nova — 
phonetic spelling — and with that I would say the hearing is ad- 
journed. Would you like to hit the gavel on that? 

[Whereupon, the subcommittee was adjourned.] 

[Additional information submitted for the hearing record follows:] 



174 


Dear Honorable Donna Shalala, Secretary of US. Health and Human Sarvicas: 

Wa, the undarsigned, feel the Organ Procurement artd Trartaportation Netwtrk (OPTN) 
should remain aa it vMS established under the 1984 National Organ Transplant Act (NOTA). 


We. along with all major professional societies, ndudlng The American Society of Transplant 
Surgeons and American Society of Transplant Physicians, as well as recipient and donor 
organizations, feel the current allocation policy regardng donated organs should 
not be changed. 



Ttw UnKeo Auto WorSars Raglon 4 tfiSaconsin Community Servicss Coiuinll liopas that wa tiava piuvldad you 
wttli a Mpful and appn^ate form of puUic commant. 




04-M-98 12;29PM POOS »36 
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Dear Honorable Donna Shalala, Secretary of U.S. Health and Human Servioes: 

We, the undereigned, have reed the Wleconsin Donor Networltpoaltian statement dated 
Marchs, 1998 that states the Organ Procurement and Transplantation Netwot1((0PTN) 
remain as it was established under the 1 984 National Oojan Transient Act {NOTA). 

We, along with all major professional sodetles, includhg The American Society of Transplant 
Surgeons and American Society of Transplant Physiciam, as well as recipient and donor 
organizations, feel the current allocation policy regarding donated organs should 
not be changed. 
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Dear Honorable Donna Shalala. Secretary of US. Health and Human Servieee: 

We, the undereigned, feel the Organ Procurement and Traneportatlon Network (OPTN) 
should remain as It was established under the 1 984 National Organ Transplant Act (NOTA). 

We, along with all mafor profsesional societies, InciLtding The American Society of Transplant 
Surgeons arxi American Society of Transplant Phyalciana, as as recipient and dorwr 
organizations, feel the current allocation policy regarding donated organs should 
not be changed- 



The United Auto Workeis Riglofi 4 Wlscondn ComnHjntty Services CowncJ hopee that we hnre providsd you 
with I helpful end apfM^oprlitB fonm or pub*ic comment. 


«-96* 


04-14-98 12:29PM POlO 836 
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Dear Honorable Donna Snalala, Secretary of U.S. Health and Human Services: 

We, the undersisned, have read the Witcontin Donor NetMitk position statement dated 
March 9, 1896 that states the Organ Procurement aryj T ransplantatian NetM>rt< (OPTN^ 
remain as It was established under the 1984 National Organ Transplant Act (NOTA). 

We, along with all major professional societies, including The American Society of Transplant 
Surgeons and American Society of Transplant Physicians, as well as recipient arxl donor 
organizations, feel the current allocation policy regardiry) donated organs should 
not be changed. 
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Dear Honorable Donna Shalala. Secretary of U S. Health and Human Services: 

We, the undersigned, have read the Wisconsin Donor Network position statement dated 
March 9, 1998 that states the Organ Procurement and Transplantation Network {OPTN) 
remain as it was eatablishsd under the 1 984 National Organ Transplant Act (NOTA). 

we, along with all mqjor professional societies. Including The American Society of Trareplant 
Surgeons and American Society of TransplanI Physicians, as well as recipient and donor 
organizations, feel the current allocation policy reg^irk] donated organs should 
not be changed. 
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Dear Honorable Donna Shalala, Secratafy of U S. Health and Human Services: 

We, the undereioned, feel the Organ Procurement and Transportation NetworK (OPTN) 
should remain as it was established under the 1984 National Organ Tranaplant Act (NOTA). 

We, along with all mttjor professional sodetlas, including The American Society of T ransplant 
Surgeons and American Society of Traraplant Physicians, as well as recipient and donor 
organizations, feel the currant allocatlan policy regarding donated organa should 
not be changed. 

Name Address 
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Medical 

College 


OF WISCONSIN 

M. 8. Adams, M.O., M.S. Department ot Transplant Surgery 

Professor S Cfwrman 

C. P. Johnson, M.O. 

A. M. Roza, M.D. 


April 8, 1998 


The Honorable Congressman Thomas Barrett 
135 West Wells Street 
Milwaukee, WI 53203 

Dear Congressman Barrett: 

I am writing in opposition of the proposed plan final rule put forth by Donna Shalala in 
HHS regarding organ allocation. I am a transplant surgeon and run the Abdominal Organ 
Transplant Program here at the Medical College of Wisconsin in Milwaukee. We do liver, 
kidney, and pancreas transplants in our program and service the people of Southeastern 
Wisconsin. 

While most of what is published in the final proposed rule is what has been developed 
painstakingly by UNOS over many years, there is a radical departure regarding the issue of 
organ allocation. As you are aware UNOS has been a voluntary organization which has 
consumed hundreds of thousands of hours of time of health professionals over the years 
working painstakingly at many issues relating to transplantation and organ allocation and 
distribution in the United States. Our current system, while not perfect, has been carefully 
designed and is in constant evolution based on hard data which has been carefully 
accumulated over many years and analyzed and reanalyzed many times. 

I find it puzzling and alarming that while HHS is delayed so long in coming out with a 
proposed interim role and has only apparently been stimulated to do this through political 
pressure of a few large centers doing liver transplantation in this country which will 
essentially result in several very detrimental forces coming into play in the United States. 
As you are aware, the rule charges UNOS with first coming up with a system to reallocate 
livers within a very short time frame but then to be followed by other organs within a year. 

Although many people have been led to believe that the sick patients do not get an 
equitable chance of getting liver transplants in a short time frame, this is in fact not true. 
Patients at the highest statuses who are in immediate danger of loss of life without a 
transplant are transplanted within a very short time, and the time does not vary across the 
country. Patients in status 2A, which is the next sickest group, also have a relatively short 


Froediflri Memorial Lutheran Hospital 
9200 West Wisconsin Avenue 
Milwaukee. Wisconsin 53226 
(414) 259-2870 
FAX (414) 259-0717 
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time frame which does not vary that much. Also, as you may not be aware, the number of 
people who die while waiting for a liver transplant is to a large extent people who are at 
home stable who die suddenly and unexpectedly and are not in fact that sick prior to their 
deaths. This accounts for almost half of the deaths on the list, i.e., in status 3. 

Shipping of livers to the sickest patients would substantially increase cost and decrease the 
chances of success because these livers would have prolonged ischemic times and would 
more often fail and require re-transplantation. Although the University of Wisconsin 
solution was an advance in terms of our ability to preserve livers, a heavy price is paid if 
preservation extends beyond 6 to 10 hours which would almost always occur when organs, 
are shipped. 

A second issue which is even of greater concern to me is that myself and my colleagues in 
the State of Wisconsin have worked tirelessly for almost 30 years now to promote organ 
donation in Wisconsin. We speak to this issue every chance we get and have given 
innumerable talks to hospital staffs, ICU’s, Emergency Rooms, etc. regarding the need for 
organ donation and referral for potential donors 

We feel, as do most transplant professionals in the United States, that organ donation is 
largely a local phenomenon. TTiis is borne out by the faet that states with the best organ 
donor rates, of which Wisconsin leads the country, have put considerable effort into 
accomplishing this while the states that have lower donations have less of a history of this 
type of effort. Donor families largely donate because they feel that there are people in 
their community that need organs to survive. If this stimulus is removed, we feel that 
organ donor rates will drop and there will be less incentive for donor families to consider 
this life saving gift at the time of their greatest sorrow. 

While the transplant operation is important in the overall picture, an additional more 
important factor is the availability of health care for these transplant recipients following 
the actual operation. It is difficult to obtain quality health if a patient is far from a center 
that knows them and is used to dealing with them as a patient and their individual 
problems and concerns. Additionally, requiring families to travel far distances as is 
frequently mandated by HMO’s and insurance companies based on where they can obtain 
the services at the lowest price, and this puts a huge stress on families and patients’ support 
structure as well as ruling out that possibility for people without adequate financial 
resources. 
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While Donna Sbalala has publicly stated that HHS has no intention of taking these 
decisions out of the hands of medical professionals, in fact, the rule does just that. The 
system would be best served and would result in the most successful transplants if it was 
truly left to medical professionals and it should continue to be so into the future. 

This rule would result in closure of a significant number of programs of which mine is one. 
This would result in not having those vital services available to people at a local level. A 
state such as Wisconsin with a smaller population but excellent records in organ donation 
and transplantation would be severely disadvantaged by this change. 

I appreciate your willingness to consider these views. I will be at your disposal if you 
would like further conversation or documentation of these issues. 

Sincerely, 

/ /viuk 

Mark B. Adams, M.D. 

Professor of Surgery 

MBA:kml 
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Mawc W Asrowa M.D. EA.CS. 
SAuy S. MAmNoy. M.D. EA.CS. 
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April 1 , 1 998 

Subcommittee on Government 
Reform and Oversight 
ATTN: Christopher Shays, Chairman 
c/o Tom Barrett 

2157 Rayburn House Office Building 
Washington, D.C. 20515-6143 


To Whom It May Concern: 

1 read in the paper recently of Donna Shalala advocating announcing the new rules 
for organ allocation and sharing. This raised some red flags in my mind, and then 
this was further raised by a letter I received (copy enclosed) from Dr. Marl< Adams, 
Professor of Surgery, at the Medical College of Wisconsin. I know Dr. Adams 
professionally as a very fine transplant surgeon at the Medical College. 

My interest and opinions in this are more than just casual. I have completed a 
multi-organ transplant fellowship at the University of Pennsylvania and headed for a 
time a transplant program at the Iowa Methodist Medical Center in Des Moines, 
Iowa. 1 am fully aware of the politics behind this situation. 

I have agreed with Dr. Mark Adams's assessment of this new rule, although I am 
not familiar entirely with it. His points I would agree with. Regarding point #1,1 
am concerned about outcome. Our program in Des Moines had a very short 
waiting time, and we were very active and efficient in a private setting with 
obtaining organs, especially in liver transplants. I believe that transplanting earlier 
in the disease process may actually be a more successful way to transplant these 
people, and tunneling organs to centers who have the sickest patients lined up in 
their intensive care units would have lower overall success rates, increased costs, 
and increased rates of failure. 


WAUSAU HOSPITAL / 42S PINE RIDGE BOULEVARD. SUITE 200 / WAUSAU WISCONSIN 54401 / piS) MS-DOOO 
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I strongly agree with point HI that having the organs not used locally would 
significantly decrease local incentive for donations and reward to the local 
institution. The donation rate in Des Moines, I believe, was increased by the fact 
that the organs were going to be used locally. 

Point #3 is clearly present as we had much conflict with the University of Iowa, as 
before our center was opened, the patients and the donors came from that large 
population based area. 

Regarding point #4, my experience with UNOS is nothing short of professionalism. 

I perceive that government involvement and mandating of this as doing nothing, but 
usurping their long term commitment to fair organ procurement and sharing. 

On a more personal note, I believe that my father would not be alive today without 
the current organ procurement system. He received a heart transplant at the 
University of Wisconsin approximately two years ago. He had progressive heart 
failure from ischemic cardiomyopathy. He waited as an outpatient, I believe, about 
two years on the list. His health deteriorated to the point of needing hospitalization 
and chronic Dobutamine infusions. His in-house hospital stay lasted, I believe, 
about three months waiting for an organ. 

The University of Wisconsin system, according to the statistics I have seen, has the 
shortest wait for a heart transplant and, hence, procuring the freshest organs. In 
any other system, I believe he would not have survived long enough to obtain his 
heart which was provided, I believe, just in the nick of time. I think to have the 
Federal Government step in and force local OPO to ship their viable organs away 
from local needy recipients would be a crime, and I would guess that if this system 
would be intact, my father would not be alive today. 
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Therefore, I have very strong opinions about any new rules that Donna Shalala 
plans on implementing. The guise of price cuts at centers of excellent, I have seen 
in several areas of medicine, and I find all too concerning that this now becoming 
an issue with transplantation. 

Sincerely, 


Mark W. Asplund, M.D., F.A.C.S. 
MWAija 

cc: Mark Adams, M.D. 
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James P Binder, M.n, EA.CS. 
Qurles R. AiDEN, M.D, EA.CS. 
Mark W AsPLUnn M.D, EA.CS. 
Saliy S. Mattingiy, M.D, EA.CS. 

Todd M. Bayer, M.D 


April 6, 1998 


Subcommittee on Government Reform and Oversight 
ATTN: Christopher Shays, Chairman 
c/o Tom Barrett 

2157 Rayburn House Office Building 
Washington, D.C. 20515-6143 

To Whom It May Concern: 

I read in the paper recently of Donna Shalala advocating and announcing the new rules for 
organ allocation and sharing. This raised some red flags in my mind, and then this was 
further raised by a letter I received (copy enclosed) from Dr. Mark Adams, Professor of 
Surgery, at the Medical College of Wisconsin. I know Dr. Adams professionally as a very 
fine transplant surgeon at the Medical College. 

My interest and opinions in this are more than just casual. I have completed a multi-organ 
transplant fellowship at the University of Pennsylvania and headed for a time a transplant 
program at the Iowa Methodist Medical Center in Des Moines, Iowa. I am fully aware of 
the politics behind this situation. 

I have agreed with Dr, Mark Adams's assessment of this new rule, although I am not 
familiar entirely with it. His points I would agree with. Regarding point #1, I am 
concerned about outcome. Our program in Des Moines had a very short waiting time, and 
we were very active and efficient in a private setting with obtaining organs. Especially in 
liver and heart transplants, I believe that transplanting earlier in the disease process may 
actually be a more successful way to transplant these people, and tunneling organs to 
centers who have the sickest patients lined up in their intensive care units would have 
lower overall success rates, increased costs, and increased rates of failure, 

I strongly agree with point #2 that having the organs not used locally would significantly 
decrease local incentive for donations and reward to the local institution. The donation 
rate in Des Moines, I believe, was increased by the fact that the organs were going to be 
used locally. 


Continued... 
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Point #3 is clearly present as we had much conflict with the University of Iowa, as before 
our center was opened, the patients and the donors came from that large population 
based area. 

Regarding poin t #4, my experience with UNOS is nothing short of professionalism, I 
perceive that CgovernpiifioDttlsobrem.ent.' and mandating of this as doing nothing, but 
usurping their long term commitment to fair organ procurement and sharing. 

On a more personal note. I believe that my father would not be alive today without the 
current organ procurement system. He received a heart transplant at the University of 
Wisconsin approximately two years ago. He had progressive heart failure from ischemic 
cardiomyopathy. He waited as an outpatient, I believe, about two years on the list. His 
health deteriorated to the point of needing hospitalization and chronic Dobutamine 
infusions. His in-house hospital stay lasted, I believe, about three months waiting for an 
organ. 

The University of Wisconsin system, according to the statistics I have seen, has the 
shortest wait for a heart transplant and, hence, procuring the freshest organs. In any 
other system, I believe he would not have survived long enough to obtain his heart which 
was provided, I believe, just in the nick of time. I think to have the Federal Government 
step in and force a local OPO to ship their viable organs away from local needy recipients 
would be unfair, and I would guess that if this system would have been implemented, my 
father would not be alive today. 

Therefore, I have very strong opinions about any new rules that Donna Shalala plans on 
implementing. The guise of price cuts at centers of excellent, I have seen in several areas 
of medicine, and I find all too concerning that this now becoming an issue with 
transplantation. 

Sincerely, 

rfiji m 

Mark W. Asplund, M.D., F.A.C.S. 

General & Vascular Surgeon 

MWA:ja 


cc: Mark Adams, M.D. 
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James Brendes. M.D. 
fVnir Daniel. M.D 
Ooire Fritsdw. M.D 
UMHiom KraMoui, M.D. 
Todd Mxhe. M.D. 
GregofV V UUonen. U D 
taji J. UJonen. M.D. 


Chrlatopher Shays, Chairman 
2157 Rayburn House Office BLOG. 
Washington, DC 28515-6143 

RE: UNOS Changes 

Dear Mr. Shays: 


1 am writing in opposition to the proposed UMOS changes. I cere 
tor a number of kidney transplant, heart transplant and pancreas 
transplant patients. I think it unwise to look only at 
equalisation of waiting tine, instead of factors such as outcome. 

Unf ortTinately, when we allocate organs to the sickest patients 
first, we will have fewer successful transplants and this will 
certainly be a waste of these precious organs. The changes might 
result in lower organ donations since the local organ drives, which 
have made such a difference in increasing donation, nay not have a 
reasonable outcome. People will realize that organs may be shipped 
out of their local area. 

This new change Is not based on scientific data and will not 
allocate the organs appropriately. There will not be completely 
equal access and the number of successful transplants will 
decrease . 

UHOS has been a very effective organization in allocating organs. 
Should the rules be changed, UNOS will have very little say. This 
would be a travesty especially considering how many transplant 
professionals, patients and families have been Involved in 
developing a sound and fare organ allocation system. 

I am very much opposed to the changes as proposed by Donna Shalala 
and I think that the changes must be re-thought so that we don't 
waste organs. 

SI 


James Brandes, M.D. 
(dictated not read) 

JB/1 j 
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■24J7 Bnttatt Ua* 
J»ff«rion, WI 535*9 
16 April 1998 


Oongreas of the Dnltad Statae 
Houaa of Rapraaantatlvea 

Committee on aovemmaat Beform and Overnight 
2157 Bayhum Houaa Office Building 
Haahlngton BO 20515-61*3 

Dear Oommlttea Membera, 

Laet week we attended the oongreaalonal hearing In Hllwauksa 
which waa chaired by Rapraaantatlva Shaya. the aubjact of thla 
hearing waa the propoaal by Donna Shalala to modify the organ 
allocation ayatem within our country. 

Here In Wleconaln we have an azoellant donation and tranaplan- 
tatlon ayatem that worka . Va believe thla la due to the aanaa 
of community we have In Hlaeonaln, the aenae of eoclal raapon- 
alblllty, and the very real work athlo ahlch haa enabled ua to 
work bard at apraadlng the word about organ donation — often on 
a very peraonal level. One naeda only vlelt the tranaplant 
unit at Dnlveralty Hoapltal In Kadlaon to realize the almoet 
auper-buman dedication the ataff there azhlblta. Tea, we Wla- 
coneln people have a wonderful ayatem baoauee wa work ao very 
hard at having a wonderful ayateml 

For many people In our culture donating the organa of a loved 
one rapreaenta a eort of deaecratlon of that loved one'e body. 
Ihua, the act of organ donation raqulrea an emotional eaorlfloa. 

In an area auch ae oura with auch a good rata of tranaplantatlon 
Bucceaa thla emotional aaorlflca becosea aaalar becauaa we know 
there la an excellent chance that theee organa will aava llvaa.. 

If the Integrity of these organa la to be oompromlaed by being 
tranafarrad long dlatancea and given to tboea *Moat In need*, 
you nay be aura the rata of donation will decllna. 

Although common aenae would tell ua that the corraot path to a 
sound nation-wide organ allocation aystam would be to atudy auo- 
ceaaful systama and work diligently to model othera after them, 
knowing that the whole Is only as sound as Its parts, this doss 
not seem to be Donna Shalala's approach. Instead, she prefers ths 
path of least rsslatanos and. In the name of faimsss, praters to 
radaoe everyone to the lowest common dsnomlnator — what a sbsmsl 

Please, Committee Hambera, do not yoursalvea be guilty of suoh 
a faulty decision, 

Harold Bnttset (organ rsolplant) 
Weenonab Brattset 


coi all appropriate agendas 
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Coittmtt af tte Vnttdi fttotHt 

)|aw •( SeyraieiitatllKf 
a«tk«la. aC 20515-1503 
A|iril«.199t 



JOHNUNOIMt 



ChninB ChriMofte SiMQri 

OM Dcu ttee (« OovetnmBPt Rcfonp «>d Oversight 

Sidwoniimdee <m HuDiB ReaoHnes 

2157 RaybnarHouM Office BuiUng 

Wealui«liMi.D.C 20515 


Dear CSieumea Shsyi: 

I would like to lake lias opport uni ty this moraiog to briagibrtfatbc perilowsconditkMi of ODC of 
my youngest coMlitaeata,MekBBae Lee of Ottumwe^lowa^ to yowadentka. 

Eadosed please find a letter written by her fisher Bryn Lee» expressing the human coats 
iMr > r,talrd with the ii i i p l wi i mt ation of p ro p ose d nitea by the Ekpartment of Health and Human 
Services. I have also cnrJnaed a copy of a letter from University of Iowa Hoapitala and 

Clinica (UMCX eaepreas dteir co n cerns r^arding the rfRscte of this rule. TheUIHCisa 
rrnmninfiil nfflan tninylanl farilily 

Ltttlg 5-yef-flld Mekame hma Kwer cuoty and t V ifajaiiJy tweda a liva- tr mapljmt The lules 
your conimittee are reviewing make a BM^ mortifi caticii to how toit^atem weeks. 

While toe aimed purpose of toe nde is admirable and I strongly sigiport ^forts to incareaae the 
dmatioiis, 1 fear tois rule imqr in toct resuh in a manber of untoteoded consequences. 

It will take the decision nuking process away from toe physicians, those vdw me toe most skilled 
end proficieot to eMe to deel wito this, who have got toe eapcrtiae, and put it into the hands of 
aome bureauisms. Forcing a one-sme-fitaall is questionable to oie. 

I would ask that members join toe eSorta to save Mekeozie and every tiauplmit patient like her 
udao nu^ be banned by tob p ropoaed nde by a c o aponaor of HJL 3584, a bill defying 

tois prooeai for one yor to give Congreas and toe pitolic time to review it, to receive input fiom 
toe pliysicimia and todUties around toe oowitiy that perfbnn this liib-mving work. 

1 ic^toctfully request toe cmin a ed tetters and my comments be included in toe writtto record of 
your Subco mmi ttee field hearing on April 8 , in Mihreukee, Wisconsin. 




LeonmdL. Boswell 
M ember of Congress 
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SWMtv Oo** 

OMM'. M« ^W>.>«T 
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Congrnitfl of tf|t Bniteti 

Itoiurt ot &eprMcntatibn( 

mnliniitaii. BC 20515-1503 
April 1, 1098 


v nu 

ton LoMBnamt luuMa 
WMMmoN. M mis 

JOHNR.NO«mS 

OtWOPOTM* 


TRANSPLANT PATIENTS ARE 
RUNNING OUT OF TIME 

Dear Colleague: 


I hope you will give serious consideratioD to jots my efforts to delay the adoptios of a rule 
proposed by the Department of Health and Human Services (HHS) regarding the system by 
which transplant organs are allocated to patients. In the past several days I have beard from 
concerned patients as well as transplant centers about die possible implications of this proposed 
rule. My concern for the well being of those in need of organ transplants has prompted me to 
introduce H.R. 35S4, prohibiting HHS from implementing the proposed rule for one year. 

While the stated purpose of this rule is admirable and I strongly support efforts to increase organ 
donation, I fear this rule may in Cict result in a number of unintendied consequences which will 
have devastating consequences on many people in need of a transplant 

These regulations will take the decision making prrocess out of the hands of the medical 
community, vAiO are properly trained to make these life saving decisions, and shift it to 
administrators. The current system allows those closest to the patients to be most involved in 
these decisions. Forcing a one-size-fits-all system on our transplant centers and hospitals will 
ultimately hurt patient care. 

The current system allows patients to receive this life saving care closer to their communities. 
The proposed national system may fotce many of the nation's smaller transplant centers to close 
their doors, forcing patients and fiuoilies to travel great distances to receive the medical care they 
reqture. 

H. R. 3584 will prohibit HHS from implementing the rule for one year, allowing Congress and 
the public to bold hearings on these proposed rules to determine their effects on patient care and 
die collateral effects of these rules on raialler transplant centers and hospitals. I appreciate your 
consideration of this important legislation and hope you will join in this effort to provide the best 
possible care to those in need of organ transplants. If you would like to become a cosponsor of 
H. R. 3584, or would like any further infonnation, please contact Eric Witte in my office at 5- 
3806. 


Sincerely, 


Leonard L. Boswell 
Member of Congress 



192 


Re^ha^ 


From: KSBuiton[8Mn'P;KSBurtonO«ol.com) 

tent: Thursday, Apr! 00. 1006 5:02 PM 

To: Rep Shays 

Subject: SUPPORT (he OHHS Changes to Organ Allocation Regulations 


Dear Representattve Shays • 

Recently, the Department of Heattt) and Human Services published new federal 
regulations for transplant organ allocation among the nation's transplant 
centers. I support those changes and urge you and the Human Resources 
Subcommittee to do the same - but not without being FULLY knformed of the 
FACTS. 

The Unfted Network for Organ Sharing (UNO^, a DHHS contractor, has embarked 
on a PR campaign to kll the new ragul^ns. i believe that UNOS is 
misinforming and misleading both ttie American public and Is political 
leaders. 

I have a websRe and have kiduded links to relevant information on this 
Important issue. I hope you will visil foat website; 1 Is designed to allow 
the visitor to view as much, or as little, information as he chooses. The web 
address is: 

http7/members.aol.comfthuckskt)eey 

Though the sie has a ‘tongue-n-cheek* appearance, I believe you vril 
discover that the information preserrted is solid. 

Sincerely, 

Karen Burton 
735 Rundell Street 
Iowa City, lA 52240 


Page 1 
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April 1, 1998 


m 

Medical 

College 

OF WISCONSIN 


Mr Tom Barrett 
Congressman 

US House of Representatives 

Sulxommittee on Government Reform and Oversight 

Rayburn House Office Building 

Washington, DC 


Di'p'iili'ieiil ul Medicine 
NepliioloQV Diviiitin 


Dear Mr Barrett, 

I write in regard to the recent proposal to change the organ transplant allocation 
system. The Secretary for Health and Human Services, Mrs Shalala, has recently pushed 
for a change in organ allocation that would ostensibly direct organs for transplant to the 
“sickest” patients , regardless of geographic location. As a Doctor and Specialist in Kidney 
Disease, I oppose this proposal. 

The proposal by Mrs Shalala will significantly damage organ transplantation in 
Wisconsin. It will divert locally procured organs to centers in other states. 

The proposal by Mrs Shalala may actually decrease organ transplant success 
because of the delay in transportation of an organ from one state to another. That is because 
the quality of an organ decreases the longer that it is out of the body. 

The proposal by Mrs Shalala ignores the success of the present system, which is 
guided by the non-partisan United Network for Organ Sharing (UNOS). The United 
Network for Organ Sharing has analyzed the present system using computer modelling and 
finds it to be well balanced between local and national priorities. 

A few large centers may benefit from the new rules. These are centers that are not in 
Wisconsin. These are centers that have not worked as hard to increase organ donation as 
have the organ transplant centers in Wisconsin. The new rules/proposal will in effect 
penalize the centers that have worked to increase organ donation. 

It is possible that those few large centers in other states may receive more kidneys 
under these new rules. But those kidneys will not work as well, and because of 
transportation expense, will cost more. 

The new rules/proposals for organ allocation are misguided and should be 
eliminated. 



Eric P. Cohen, M.D. 

Associate Professor of Medicine 


Fri^edleit Memorial Lutheran Hospital 
9200 Wftsi Wisconsin Avenue 
Milwaukee Wisconsin 53226 
(414) 259 3070 
FAX (414)259-1937 
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Qundersen 

DJiheran 



H ipl lli u I f 
Ph^J. Drf*»»M.P 
WyhdBl.tWc.MD 


Mr. Christopher Shays 

2157 Rayburn House Office Building 

Washington, D.C. 20515^6143 

Re: Organ Allocation Changes 

Dear Hr. Shays: 

As a practicing nephrologist in a nedical center that does not do 
kidney transplants, I would like to voice strong opposition to the 
proposed Federal legislation designed at reallocating organ 
distribution. 

For the past twenty years I have taken it as a personal 
responsibility to ensure that every possible organ that becones 
available through our medical center is provided to the University 
of Wlsconsin-Madison. This effort is in the best interests of my 
many patients who are currently awaiting organ transplants. 
Lutheran Hospital has created a variety of systems in order to 
facilitate organ donation and harvesting in collaboration with the 
University of Wisconsin and, as a result, is one of the major organ 
donors to the citizens of the state of Wisconsin. 

We feel that it's part of our obligation to the patients in the 
greater La Crosse area to be active participants in the Wisconsin 
program. our efforts have been greatly facilitated by the hard 
work of the University of Wisconsin-Madison. That hard work and 
effort is largely responsible for our success as well as their own 
success in becoming one of the largest transplant centers in the 
country. 

The proposed legislation would result in the following: l) 
Transplant centers who have not invested the effort in an extensive 
state-wide organ retrieval system will now be the beneficiaries of 
years of hard work by those centers who have invested the time and 
effort that it requires. 2) Outcomes will probably diminish 
because of the prolonged ischemic time that will result. 3) Those 
of us who have a personal investment in the success of the 
University of Wisconsin Transplant Program will lose that personal 
incentive and motivation since it is no longer our patients who 
will benefit. 


1 836 South Avi 


Gundenen Clinic, Lid. 

*. Wi*con»in 54601 • |608) 782-7300 • (800} 362 ‘?;67 
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Mr. Christopher Shays 
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Page 2 


A much better Federal proposal would be to publish the wait time of 
every transplant center in the country, allowing patients, HMD's, 
insurance companies, etc. to select centers who have worked hard at 
keeping the wait times down and incentivize centers to develop the 
kind of programs that we have in Wisconsin. 


D 

, M-D. 


cc: Nark B. Adams, N.D. 

Professor of Surgery 
Medical College of Wisconsin 




197 


fTIBU^ 

I\EPHROIjOGY 

flssociflres,s.c 

April 1, 1998 


James Brondes. M D. 
flmif Doniel. M,0 
Ckiire FnBd«. M D. 
LUilliom Hrehlou. ^A.D 
Todd Mod*. M.D. 
Gre9orv V. UJorren. M D. 
Bcx^ ) UjQiteft. M.D. 


cnrl8toph«r Shays, Chairman 
2157 Rayburn Houaa Ottlca BtDO. 
Washington, DC 28515-6143 

RE; U1K>S changes 

Dear Mr. Shaya: 


I am writing in opposition to the proposed UMOS changes. I care 
for a number of kidney transplant, heart transplant and pancreas 
transplant patients. Z think it unwise to look only at 
equalization of waiting time. Instead of factors such as outcome. 

Unfortunately, when we allocate organs to the sickest patients 
first, we will have fewer successful transplants and this will 
certainly be a waste of these precious organs. The changes might 
result in lower organ donations since the local organ drives, tdiich 
have made such a difference in increasing donation, nay not have a 
i^*»onable outcome. People will realize that organs may be shipped 
out of their local area. 

This new change is not based on scientific data and will not 
allocate the organs appropriately. There will not be completely 
equal access and the number of successful transplants will 
decrease. 

UNOS has been a very effective organization in allocating organs. 
Should the rules be changed, UNOS will have very little say. This 
would be a travesty especially considering how many transplant 
professionals, patients and families have been involved in 
developing a sound and fare organ allocation system. 

I am very much opposed to the changes as proposed by Donna Shale la 
and I think that the changes must be re-thought so that we don't 
waste organs. 

Slnce ^ly. 

— c: ^ 

Amir Daniel , M.D. 

(dictated not read) 


5S67 SOUTH I6TM STflKT • Sim 805 • MUUfllKK. lU 55815 • (414) 678a8*8 * fftt (414) d78-«884 
4081 NORTH 58ND STR6CT • MWJJflUMK. UJI 55B»6 • (414) ©75-3600 • ffO, (414) 875-647Q 
7701 lieST OJNTON • MmURUHte. U4 53823 • (414) 760-3090 • fflOC: (414) 760-5061© 
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I m NOKTH Oak Avcmue 
MACSHnCLO, W1 M4«9-$T77 

FAX7l5-M7-)}4d 

7I5-W7-9349 


MARSHFIELDCLINIC 


April 6, 1998 


PtnurTMCNTor 
NCMmouxnr HvpomMSiOH 


Christopher Shays 

Chairman, Subcoamiittee on Government 
Reform and Oversight 
2157 Rayburn House Office Building 
Washington, D.C. 20515-6143 


RB: Recently announced new rules 
allocation 


for organ transplant 


Dear Mr . Shays : 

Since co(q>leting my kidney disease training in 1978, I have 
been a practicing clinical nephrologist caring for people 
requiring transplants or who have had transplants. I spent 
five years at the University of Utah and the last 15 years 
have been at the Marshfield Clinic in central Wisconsin. Here 
in Wisconsin we are blessed with excellent transplant centers, 
and a higher than average rate of organ donation. 

These proposed new rules are unfair and will significantly 
affect organ transplantation. They will first all Increase 
both the cost and the rate of transplant graft failure. This 
is because transplanting the sickest patients first would 
result in fewer successful transplants than are done with the 
current system which more fairly takes into account factors 
dealing with positive outcomes. Under the new system, 
Wisconsin and the surrounding region will become a net 
e3q)orter of organs. This will significantly decrease the 
local incentive to drive our high rate of organ donation, and 
may result in a lower rate of organ donation at some point. 

I would strongly suggest you review the set up of the current 
transplant system which is guided by the UNOS Organization. 
This is a highly effective national orgamization representing 
the idtole transplant coomiunity spectrum. It is su^orted by 
hundreds of volunteer hours. Our current system of organ 
allocation is ethically sound and has stood the test of time. 
Tbs new rules will basically upend the whole system, and may 
be ethically unsound. 
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Christopher Shays, Chairman 
April 6, 1998 
Page 2 


The new proposed rules seem to support a few large centers. 
Insurance companies, and areas that have not developed organ 
gifting over time. They politicize a process that is 
currently solved largely with an effective organization (UNOS) 
that is supported in part by volunteer hours from transplant 
professionals, patients, and families. This system represents 
a working balance between completely equal access and 
maximizing the number of successful transplants in a cost 
effective and ethically sound way, I urge you to support the 
current system. 

Sincerely, , 


Douglas P. Duffy, M.D. 

Department of Nephrology and Hypertension 
DPD : mcb 

cc Mark B. Adams, M.D. 
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National Transplant Action Committee 
70 Sewall Ave 
Brookline, MA 02146 


(617) 566-3430 (617) 232-2418 (FAX) 

E.mail cfiske@erols.com 


March 4, 1998 


Congressman (Hiristopher Shays 
US Congress 
Washington, DC 20515 

Dear Congressman Shays, 


Dr. Larry Hunsicker, President of United N^work for Organ Sharing (UNOS) the 
federal contractor ninning the national organ transplant system has asked me to write you 
about the recent letter (2/26/98) to some menfoers of Congress from HHS Secretary 
Donna Shalala. In that correspondence. Secretary Shalala states that the goals of the 
1984 National Organ Transplant Act and the rqx>rt of the Task Force on Organ 
Transplatuation which was developed in response to the Act have not been folly realized. 
She stales, ‘T believe we are falling short of the law’s expectations.... In addition, we 
have not yet achieved many of the inportant benefits of a national organ-sharing network 
that were envisioned by NOT A.” In the letter the Secretary explains that the 
responsibility of HHS is to ensure that this resource (donated organs) are made available 
equitably, subject to sound medical practice. The Depattment is to provide the 
framework for the operation of the OPTN as well as define the expectation inherent in the 
law and a^ly those to the work of the contractor. We strongly concur and support the 
Secretary's role and perspective in this matter. Few can disagree with her final 
comments that American public should be assured that the allocation should be equitable 
so that, “those who need organ transplants wiU be treated according to medical need, no 
matter where in the country they may be hospitalized, or at what center they may be 
listed.” 

The Secretary’s comments strongly reflect the position and words used by Dr. 
Hunsicker when he testified before the Organ Transplant Task Force in Chicago on May 
22, 1985, ’’ The princ^le that donated cadaver organs are a national resource implies that, 
‘in principle, and to the extent technically and practically achievable, any citizen or 
resident of the United States in need of a transplant should be considered as a potential 
recqtient of each retrieved organ as a basis equal to that of a patient who lives in the area 
where the organs or tissues are retrieved. Organ and tissues ought to be distributed on the 
basis of objective priority criteria, and not on the basis of accidents of geography.’” 
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Page 2 of 2 
3/4/98 


The Secretary has challenged that the system can do better for all patients. If the 
general public understands the system to be Ciir then there will be a positive reaction to 
organ donation. We urge you to support the Secretary’s effort to challenge the organ 
transplant system to give first consideratinn to patients’interests and not those of the 
federal contractor or the individual transplant centers. As always thank you for your 
strong support of transplant patients’ interests. 



Director 


cc; Secretary Shalala 
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Testimony Submitted By Charles Fiske 
April 8, 1998 

Government Reform and Oversight Committee 
Subcommittee for Human Resources 


Thank you Mr. Chairman and members of the Committee for allowing 
me the opportunity to present written testimony before your Sub-Committee 
on the matter of organ transplantation. In 1982, our then nine-month old 
daughter, Jamie, needed a liver transplant. At the time, there were only two 
programs in the country performing liver transplants, the University of 
Pittsburgh Medical Center and University of Minnesota Hospital. As a 
result we traveled from Boston to Minnesota for her care. Initially, our 
insurance company did not want to cover the cost of the surgery, but after a 
brief public campaign, they reversed their decision. We took Jamie’s plight 
to the attention of the American public through a large media campaign. We 
also sought the help of Congressman Joe Moakley, and Senators Ted 
Kennedy the late Paul Tsongas. At the time there was no national system in 
place. As the result of media reports the Bellon family of Alpine, Utah was 
aware of Jamie’s plight when they consented to the donation of the organs of 
their son, Jess who was tragically killed in a car-train accident. Jamie had 
that operation in November of 1982 and today is a healthy 16 year-old and a 
sophomore in high school. At the time she was the youngest patient to have 
undergone such a transplant. 

Because of the overwhelming difficulty we had faced, we were willing to 
participate in the April 1983 Congressional hearings that were held before 
the Oversight subcommittee of the House’s Science and Technology 
Committee chaired by then Congressman A1 Gore. We detailed the 
experiences hoping that others would not have to endure the hardships of 
while waiting for an organ to be found in time. That Fall, I appeared before 
the Senate’s Labor and Human Resource Committee chaired by Senator 
Orrin Hatch and again detailed the obstacles we faced when Jamie needed a 
liver transplant. 

In 1990, as a UNOS Board Member I testified at the reauthorization 
hearings of the National Transplant Act before the Commerce’s Health Sub- 
Committee regarding the need for oversight of the OPTN contract. 
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Testimony - C.Fiske 
4/8/98 p.2of2 

Decisions were being made that did not seem to be in the best interest of 
patients. In 1993 1 was again before that same Subcommittee addressing 
some of the issues I had raised three years previous. In December 1 996, 1 
spoke before the HHS panel gathering information on the issue of allocation 
and organ donations. 

I strongly support the Department’s March 26"* directives issued by the 
Secretary of Health and Human Services regarding the OPTN. There needs 
to be a level playing field so that all patients no matter where they live or 
which transplant center they attend, should equal access to available organs. 
The accompanying preamble issued with the final rule clearly outlines the 
Department’s expectations that equity and the reasonable equalization of 
waiting time be considered as the federal contractor, UNOS develops its 
allocation policy for the wider sharing of organs. In addition, the uniform 
standardized listing criteria required for all transplant centers would prevent 
patients fi^om competing against others in similar circumstances no matter 
where in the country they lived. This would even eliminate the need for 
“double listing’’. Perhaps the most encouraging aspect of the Department’s 
regulation is the fiamework to accomplish the goals of equalizing waiting 
times. The federal contractor is the group given the authority to now 
accomplish this task. Though the contractor has made efforts to do so, now 
for the first time they are being held accountable to get the job done. The 
regulations give patients and the general public a vehicle tlnough the 
Department to constructively address conc^s. Finally the long-standing 
battle that UNOS has been waging with the federal government can be put to 
rest and they can be expected to develop a fair system to benefit all patients. 
That work can now take center stage. 


For waiting patients the urgency is at hand They don’t have the luxury 
to wait months and years for the contractor to complete its work. To clearly 
understand the ongoing involvement of the federal government in organ 
transplantation one only has to look at the amount of federal dollars paid to 
transplant programs for patient care throu^ Medicare or Medicaid. Also 
the contractor receives federal dollars to meet the contract requirement. By 
virtue of receiving the contract the contractor is able to charge a fee of more 
than $350. per patient to be put on the list. 
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Testimony - C.Fiske 
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The Department’s final rule in this matter allows the entire transplant 
community to now address the ongoing shortage of organs. Much attention 
needs to be given to examining those “best practices” that have been 
successful for some organ procurement agencies and medical centers. The 
increase in available organs will not fully solve the allocation dilemma but it 
will encourage the general public to develop a sense of confidence in the 
national transplant system. That general sense of confidence is critical if all 
us are to communicate to the public, the life saving need for organs. 

National study polls indicate a general favorability towards organ donation. 
Through the Department’s directive we can continue the task of meeting the 
needs of those countless transplant patients who depend both on a system 
that is fair and a public that is caring. 
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National Transplant Action Committee 
70 Sewall Ave 
Brookline, MA 02146 

(617)566-3430 (617) 232-2418 (FAX) 

E.mail cfiske@erols.coni 

Charie Fiske Boston MA 

History of the Organ Transplant involvement in legislative process. 

Nov. 1982 - 11 nnnth old daughter, Jamie, underwent a life saving living 
transplant at the University of Minnesota 

April 1983 - Testified before Science & Technology Oversight Subcommitteed 
chaired by Cong. Gore. Transplant experience. 

June 1983 - Participated in the Surgeon General Workshop, Project Hope, Virginia 

Oct. 1983 - Testified before Senate Labor & Human Resource Committee chaired 
by Sen. Orrin Hatch. Tran^lant experience. 

Nov. 1983 Co sponsor with MA Rep. J. Herman - Organ Fund check-off bill for 
designation on MA State Income Tax fbims. 

1985 Board of Tmstees - New England Organ Bank 

1986 - Establish the Family Inn in Boston, housing for families or organ 

transplantation 

1 988 - Board of Director Member - United Network for Organ Sharing 

April 1990 - Testified before Commerce's Health and Environment Subcommittee 
chaired by Cfong. Henry Waxman. NOTA leauthorization. 

April 1993 - Testified before Commerce’s Health & Environment Subcommittee 
chaired by Cong. Waxman. NOTA reauthorization. 

June 1994 Board Member - Partnership for Organ Donation 

1994 - <3o-found National Transplam Action Committee - patient advocacy 
group for organ transpl^ patients 

April 1995 General Public Member - United Network for Organ Sharing. 

Dec. 1996 - Testified before HHS regarding NPRM on organ transpantation. 
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Medical 

College 

OFWISCOMSIN 


Dr. Franco Division of Gastroanlerology and Hepatology 

April 1, 1998 

Mr. Christopher Shays 

Chairman of the Subcommittee on Government Reform and Oversight 
2157 Rayburn House Office Building 
Washington, DC 20515-6143 

Dear Mr. Shays: 

1 am writing to you regarding the recently proposed changes pertaining to the allocation of livers 
donated for transplantation. As a transplant physician and Medical Director of our transplant 
program I find many of the recommendations disturbing. As you known, the United Network of 
Organ Sharing is comprised of numerous members of the transplant commuirity as well as organ 
recipients and donor families. I feel that this organization is highly effective and represents the 
transplant community well. In particular, 1 feel it has done an excellent job addressing this 
controversial area. 

The proposed rules as outlined by Secretary Shalala, in my opinion, would favor a small number of 
large transplant centers. I feel that it is favorable to various HMO’s and insurance companies and 
not in the patient's best interest. There is no scientific data that the proposed changes would result 
in better survival or shorter waiting periods. Numerous computer models formulated by UNOS have 
shown that the current plan provides equal access to individuals regardless of financial status and 
maximizes the number of donated livers. 

In addition to the above, I feel that the changes would prove costly on a local level. In Wisconsin 
we have a very successful organ procurement organization. Their hard work and dedication has 
resulted in a large number of orgarts being made available to our patients. The recommended changes 
would favor areas of the country who simply have large recipient lists and would not encourage the 
local organ procurement organization from maximizing organ donation. 

The proposed changes would furmel available organs to the sickest patients. Clearly, with this, 
survival will not be near what it is at the present. With the sickest patients being transplanted fewer 
successful transplants will result and the need for retransplantation, as well as increased costs, will 
result in the breakdown of the transplant system. 

On an ethical basis, 1 feel that the current changes are being made without the patients best interest. 
I have had numerous patients as well as donor families who have stated that if the current proposals 
are adapted their view of the transpltint patient procedure as it pertains to organ allocation will be 
damaged. 


F(oed(«rt LUir«<i*n HofpiUl 

9200 West Wisconsin Avenue 
Milwaukee. Wisconsin S322t> 
( 414 ) 259-3038 
FAX ( 414 ) 250 tS33 
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Page -2- RE; Organ Allocation Changes 4/1/98 

In summary, I am encouraging you to maintain the current allocation of donated livers as currently 
outlined by UNOS. This system is ethically fair, will benefit the most patients, and the largest 
number of transplant centers. 

Sincerely, 

Jose Franco, M.D. 

Assistant Professor of Medicine 
Medical Director of Liver Transplantation 

JF/jr 
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Jomas SfWKtEH. AA.0 
ftriw OonM. M.D 
Clor* Fntscna. M.D. 
IlNUiom KroMouj, M.O. 
kKUIAxT*. MO 
Qmqfsnf V. UArea M.D 
ftaul J. lilonwi. M.D 


Chrlatopher Shayc« Chairman 
2157 Baytoum Houaa Oftlca BIJM. 
Waahlngton, DC 2BS15>6143 

BB: mfCM ehangaa 

Daar Nr. Shaya: 


Z aa writing in oppoaltlon to tha propoaad UNOS changaa. Z cara 
for a nuid>ar of kldnay tranapiant^ haart tranaplant and pancraaa 
patianta. I think it unwlaa to look only at 
aquallaation of waiting timat Inataad of factora auch aa outcona. 

Unfortunataly, whan wa allocata organa to tha alokaat patianta 
flret, wa will hava fawar aueeaaaful tranaplanta and thla will 
cartainly ba a waata of thaaa praeloua organa. Tha changaa might 
in lowar organ donationa alnca tha local organ drivaa, idilch 
iMva mada auch a diffaranca in Incraaaing donation, may not hava a 
^daaonabla outeoma. Paopla will raalita that organa nay ba ahlppad 
out of thalr local araa. 

Thla naw ehanga la not baaad on aciantiflc data and will not 
allocata tha organa am^roprlataly. Thara will not ba eomplataly 
aqual accaaa and tha numbar of aueeaaaful tranaplanta will 
dacraaaa. 


unofl haa baan a vary aftactiva organliation in allocating organa. 
Should tha rulaa ba ehangad, UNOS will hava vary llttla aay. Thla 
would ba a travaaty aapaeiaily conaldaring how many tranaplant 
profaaalonala, patianta and fami Uaa hava baan involvad in 
davaloplng a aound and farm organ allocation ayatam. 


c 


I dh vary much oppoaad to tha changaa aa propoaad by Donna Shalala 
and Z think that tha changaa auat ba ra-thought ao that «#a don't 
tfaata organa. 



(dietatad not raad) 


- CF /13 


5867 SOUIM »*1H sraKT • SUW SOS • MUUFUCC Ul 55815 • (4U) 6784888 • Wt (414) 67B-«a&4 
4081 NORIH SfiK) SlWer • MtURMK. UR 53816 • (414) 675-3600 • (414) 675-6479 

7701 UJEST OMTCM nwwtk • MRUfUCE. U> 5SS85 • (414) TKO-SOOD • «RX (414) 7603066 
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MEDICAL 

College 

OFWISCC8MSIN 

Department ot Pediatncs 

April 7, 1998 

The Honorable Christopher Shays 
2157 Rayburn House Office Building 
Washington, DC 205 15-6143 

Dear Congressman Shays, 

I want to inform you of my complete opposition to the recent rule changes for organ 
transplantation proposed by Dorma Shalala. As a physician who cares for the children of 
Wisconsin, I know that these changes will be detrimental to my patients. These rule 
changes will also result in less successful organ transplantation nationally and therefore 
more patients will die waiting for an organ and the list of patients waiting for an organ 
will increasel 

These changes are especially egregious because they have been the result of lobbying 
by large HMDs and insurance companies. 1 know how these organizations work. A five- 
year-old girl under my care needed a kidney transplant. Her father was willing to donate 
a kidney but her insurance company wanted the family to travel 500 miles for her to 
receive her transplant despite the availability of a transplant program 20 miles from her 
home. The fact that this five-year-old and her family would be treated by people who 
never met her and didn’t know her medical history very well was unimportant. The 
turmoil created for the family was of no consequence. There was no consideration to the 
lack of supportive friends and family, the care of the patient’s younger sister or the 
financial consequences of lost wages and added personal expense. 

Fortunately, the family battled the insurance company and our little patient received 
her transplant in Wisconsin. She is now thriving, a different girl thanks to the transplant. 
And because her transplant was in Wisconsin she awoke in the ICU to familiar faces and 
her transplant was medically successful. There is no doubt in my mind that trust and a 
relationship were important ingredients for the good outcome. 


MACC Fund Research Center 
8701 Watertown Plank Road 
Post Ofhce Box 26509 
Milwaukee. Wl 53226-05C9 
(414)456-4100 
FAX (414) 456-6539 
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There are scientific reasons why this is a bad change for transplantation in America. 1 
wanted to share with you why this is a bad rule change for the individual patient. This 
change will allow organs to follow patients as insurance companies send patients to the 
hospital where they get the best deal. These changes, like rapid hospital discharge for 
newborns, may have some short-term cost effectiveness advantages for insurance 
companies, but the long-term results will be bad for everyone. Please do not allow one of 
the most successful and fair programs in modem medicine to be corrupted by the short- 
term interests of a few. 


cc: Tom Barrett 



Larry Greenbaum, MD, PhD 
Assistant Professor of Pediatrics 
Division of Pediatric Nephrology 
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April 2, 1998 


Christopher Shays, Chairman 
2157 Rayburn House Office Bldg. 

Washington, DC 20515-6143 

Re; UNOS changes 

Dear Mr . Shays : 

I want to let you know how wrong It would be for organs to be sent 
elsewhere when they are needed so badly In our area. I am a donor 
recipient and the kidney I received was from someone In my own 
community. 

There Isn't alot to say only that it would be a shame If people 
stopped donating organs because of this change. Donna Shalala 
obviously doesn't know what It feels like to need an organ or have 
a family member need one. Unfortunately, people like her need to 
be In a situation like this in order to feel what It Is like. 

Please don't do this to the many people who need organs. 

Kindest Regards, 

Angel L. Guenette 
(414) 744-3283 
3850 E. Squire Ave . 

Cudahy, Ml 53110 



MILWAUKEE NEPHROLOGISTS, S.C. 



JEFVREY O. WALLACH. M.D 
MATTHEW H HANNA. HU 
WILLIAM C ELLIOTT M.D 

April U 1998 UANA A CAMPBELL. MD 

LISA M RICH, MD 
STEPHEN C SIEVER5. M D. 
MICHAEL t LEVINE M D 


Mr. Christopher Shays 
Chairman. Subcommittee on 
Government Reform and Oversight 
2157 Ravbum House Office Buildina 
Washington, D C. 20515-6143 

Dear Mr. Shays: 

As a nephrok^ist caring for over 100 patienht who have advanced or end-stage renal disease 
seeking kidney transplantation, f must strongly obiect to the recently proposed changes in organ 
allocation. 

1 feel that these changes would unfairly deny my patients timely transplantation. In addition, the 
WisccNisin transplant prognms at the Medicid College of Wisconsin and at the University of 
Wisconsin would be unfairly denied the use of procured organs that had been donated, in large 
part, because of the hard wOTk and effort made by the programs and the Wisconsin community 
and physknafis such as myself through increasing pid>lic awareness. 

1 feel that some of the larger transplant programs that would benefit from the proposed changes, 
have done so through the use of money spent through lobbying rather than dedicating resources 
toward public education and promotion of organ donation. 

Mcve importantly. I do not feel that the proposed changes will impiove the already highly 
successful outcome of transplants and. in fa^. could result in a decline in quality outcome due to 
time delays in organ usage. 

! hope that you will give further consideration to the needs of those patients that have been well 
served by the transplant programs such as the Medfcal College of Wisconsin and the University 
of Wisconsin. 



Main OffW-g 

St. Luke's Health ScKoee BmUing 
3901 W. Kinnkkieoic River Rwy. «40S 
Milwaukee. Wisconsin 533 1 5 
414.383-7744 Fu 3I340B9 


North QflScg 
Si lote^'s PnCeiiMaal 
3070 N. SlsiSti«etM06 
Milwaukee. Wisccnain 53210 
4I4-873-7573 Fu» 873-7717 


BmnkfrtId fMKoE 
Bnbtook Medical Oflkc BnI6iig 
19475 W North Avenue *302 
Brookfield. Wiicomia 53045 
4)4-7l5-IOO« 


Seuo Tower 

2315 N. Lite Dnve«ei9 
MUwentee. WiaccMta 53211 
414-270-1777 
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Medical 

College 


OFWISCOviSlN 


Department of Medicine 

Aprils, 1998 Nephrology Division 

Christopher Shays, Chairman of the Subcommittee on 
Government Reform and Oversight 
2157 Rayburn House Office Building 
Washington, DC 20515-6143 

RE; New rules for organ allocation 

Dear Mr. Shays; 

I, as a transplant physician at the Medical College of Wisconsin, strongly oppose the new 
rules for organ allocation. These new rules for organ allocation has come into effect with 
extensive lobbying, and is also the result of a tremendous amount of pressure from HMDs 
and insurance companies, who are trying equalize the national waiting period for organ 
transplantation, t personally oppose these new mies, and I would like to illustrate my 
opposition with the following points. 

1 . The concept that dying patients should receive an organ is not appropriate. Patients 
with liver disease who are severely ill and in the hospit^, don’t do well after 
transplantation. In view of this situation, a fair number of patients who are stable should 
be given consideration, where the long-term benefits can be obtained. About 85% of the 
patients who are on maintenance dialysis are not candidates for transplantation due to age 
and diseases such as infection, cardiac disease and malignancy. Only about 15% of 
patients, who are awaiting transplantation are candidates for transplantation. If we allow 
the organs to be given to all patients who are on dialysis, the long-term outcome would be 
extremely poor, and will prevent transplantation from being an available form of treatment 
for end stage renal disease. 

2. We have reached a stumbling block in terms of the number of transplantations that ate 
possible within the USA. Over the last 10 years, there has been a marginal increase in the 
number of organ donations, and there is a disproportionate increase in the number of 
patients awaiting transplantation, which has reached an all-time high of about 59,000 at the 
beginning of 1998. Until we have xenotransplantation, we have to continue to optimize 
our organs by providing them to suitable catididates. Hence, the government should not 
interfere in the policy on who should receive the organs, the policy should go according to 
the current rules, winch appear to be very effective. 

3. The focus of improving organ transplantation should be on how to retrieve more 
organs. With this newer concept, the incentive will be given to the transplant center for 
pushing more patients onto the transplant waiting list, rather than focusing on the increase 
of organs. This will also lead to the fact that centers who are doing an excellent job in 
retnevmg more organs, will not be rewarded in any way by giving these organs to local 
recipients, which will reduce the number of organs retrieved over the next few years. 

4. Currently, about 10 organs ate being transported per day from one city to another. This 
number would go up to 80-100 transpliuit organs that will Ite traveling from one city to 
another to find a suitable recipient. During that transit time, there will be time loss, and 

Fioedieri Lutheran Hospital 

9700 VMieu Wisconsin Avanue 
Milwavsoe. Wisconsin 53276 
(414) 259-3070 
FAX (414) 259-1937 
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tbeie is always a possibility of these oiigans not being used at a given center. This will 
proiiq>tly reduce the effectiveness of tranq>lantations. 

S. It has been veiy well documented that organs thtf are retrieved locally do better with 
local recipients, rather than being transported to another center. This is because prolonging 
the time of transportation from the retrieval time, will increase the cold ischemia tune, 
which will proportionally decrease the long-term survival. By this newer method which is 
being introduced 1^ Dotma Sbalala, we ate going to be less efficient, and it will be more 
time consuming at^ mote expensive to maintain organ tianqrlantation. 

In view of these circumstances, I strongly oppose the newer rule. The existing rule will 
continue to be useful, and the focus sh^d be on bow to increase the number of organ 
donors over the next few years. 


Yours sincerely. 



Sundaram Hatiharan, M.D. 
Director of Transplant Services 
Associate Professor of Medicine 


SIMsb 
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April 6 1998 


The Honorable Chrietopher Shaye 
United Sletee Houae of Repreaentativea 
Washington, DC 20515 

□ear Representative Shays: 

I appreciate the opportunity to submit on behalf of the Univeisity of Iowa 
Hospitals and Clinics the following comments concerning the recentty released HHS 
Regulations concerning the Organ Procurement and Transplantation Network (OPTN), 
for inclusion into the record of the Hearing by your Committee that will be held on 
Wednesday, 8 April, 1998 in Milwaukee. In fact, we have major concerns about the 
wisdom of these new regulations. 

First, it must be said that there Is no dear need for the Secretary 1o Issue these 
regulations now. 14 years after the passage of the National Organ Transplant Act 
(NOTA) and 1 1 years after the awarding to the Unitad Network of Organ Sharing 
(UNOS) of the first contracts for operation of the OPTN and the T ransplant Scientific 
Registry. It is our impression that UNOS has done an excellent job overall in leading 
the transplant community - including the doctors aivf other professionals, the hospitals, 
the patients, and the public - to a great deal of agreement on sound public policy 
concerning organ transplantation, including such policies as organ allocation. We 
believe that the input of the government through Its Issuance and control of the OPTN 
and Registry contracts has been appropriate and assures the appropriate role of 
governmental oversight, as waa intended by Congress when it passed NOTA 
Specifically, we very much doubt the wisdom of assigning to the government unilateral 
authority over issues with major medical content, which are more appropriately dealt 
with by medical professionals working with the community stakeholders. This will 
assure the ability to respond mors quickly to changes in the science and other 
circumstances, with less KKelinood of errors in judgment with potentially grave 
consequences for the patients. 

Second, we believe that the speciftc announced policies concerning the 
allocation of cadaveric livers are unwise, perhaps an example of the potential for 
dangerous error when medical policy is made away from the medical community. In our 
opinion, the best scientific evidence indicates that the government policy will lead to an 

R. Kdwvd Howell, Director end C%ief Executive Ofncer 
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increased requirement for retransplantstlon of liver recipients both because of the 
greater degree of Illness of the recipients and because of the increases in cotd Ischemia 
time for the transplantable liver if it is to be shipped far Hem its place of rstiieval. This 
will have the adverse affect of re^cirtg the total number of patients who can be offered 
a potentially life-saving transplant, and will in the long run laad lo more, not fewer, 
deaths. Further, the expenses of patient care both prior to and during transplantation 
wa be Increased by a policy which would, in effect mean that patients cannot receive a 
transplant until their health has deteriorated very seriously. We cannot save any more 
patients by transplanting only the sickest but we can both lower the chances of success 
and Increase the costs. 

Third, It Is not dear that equity wHI be best served by the effort to equalize waiting 
times ecross the country. It should be noted that waiting times for the moat seriously lit 
patients, those in Status 1 and Status 2 are already very similar. Only the patients In 
the least urgent category. Status 3, have meanlirgful differences, and much of the 
differenoe In waittog times is the cansaquanca of better organ retrieval in those areas 
with the shorter waiting time. In Iowa the average consent rats among families of 
potential organ donors Is well above 60%. in comparison vrith rates below 50% in the 
nation as a whole. Perhaps those communities who are more generous In giving are 
entitled to some edge In rarreiving. We brieve that it Is important lo maintain the 
viability of the smaller livar transj^ant centers away from the major metropolitan areas. 
This is necessary If patients are to be able to receive care dose to their homes and 
families. The avalabaity of the regional centers is particularly important for the poor, 
who often cannot afford travel to a large urban canter, or who may not qualify under 
Medicaid for care oulelde of their own state. 

Fourth, it must be noted that much of the imbalance of waiting time at the larger 
urban centers (again, only in the least urgent category of patients) Is due to the Invact 
of Insurance company policies that divert patients from care dose to home to the larger 
canters whose lists of waiting patients already outstrips the availability of local donors. 

In the particular case of transplantatlan, the argument that this assures ‘excelence’ Is 
particulatly transparent since the outcomes 01 transplantatton at all US centers are a 
matter of public record because of the reports provided by UNOS as the contractor for 
the Sctentlflc Registry. Rattier than chari^ the distribution of donor organs, seilous 
thought must be given to the cIrcumstarKas that have distorted the diatribulkin of 
patienta. 

Fittally. M muat be understood that the polides of HHS. if rwt changed, would 
poae a aerloua threat to the very axistance of many smaller local transplant centera. 
including ours here In Iowa. A team cannot maintain Its sMIls, and a hospital cannot 
bear the costs of an effective liver transplant program without a reasonable volume of 
paiienis. As noted above, the loss of these locai cantors would disadvantage 
particutoily the poor and disenfranchised. Surely there are belter soluUons to the 
probtams of dtotrtbutlon than those proposed by HHS. 

In sum, then, our hospital, lespenslbls for providing care to all Ihe people of lowe 
including the madloany indig^, stro^ly oppoaes Ihe proposed rules. We urge 
Congress to pass a morstortum on these HHS Regulations unU the Issues concerning 
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the nature Of government oversight have been clartfleo, and until alternative solutions to 
the organ allocation issue have been considersd by the OPTN, woitung with, but not 
under the rule of, the government. 

We thank you for the opportunity to submit these comments. 



R. Edward Howell 

Director and Chief Executive Officer 


REH/wtl 


R. BSwiid HowvU, Dirocsn lad CJiief ExecvHve Officcx 
H<«snelAdnlai«ndcs3l»-35«-3l)5. Fu3I9-356-3le2 
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March 30. 1998 


The Honor^le Christc^ber Shays 
1S02 LxiagwMth House Office Building 
U.S. House of Representatives 
Washingum, ex: 20515-0704 

Dear Congressman Shays: 

We are deeply disappointed and profoundly concerned by the regulations 
issued last by the Department of Health & Human Services that we fear 
would cause irrepar^le ham to an organ transplant program that has resulted 
in more than 200.000 successful transplants in t^ last 15 years. 

We share the Admiiiistratioo’s desire to increase the number of organs 
available f<^ tnmsplants and recogoue the need to have more effective 
outreach and educational efforts. We are convinced, however, that the intact 
<X the regulations would be to lengthen the amount of time sick peq>le must 
wait for Uver transplants and reduce the number of people who them. The 
proposed fedcralizaticMi of the current system would take away control of the 
transplant system frcan doctors and patients In almost 300 traitsplant centers 
and hand it over to Federal regulaton. This defies the clear intention of the 
National Organ Transplant Act that the medical community, and not the 
Federal govenunent, be respcmsible for administering this vital program. 

It is indeed unfortunate thtf the effect of the regulations would be to undermine 
the very goals that the Administration is seeking to promote. Rather than 
reducing the waiting time and access to organs, the regulations would make it 
more difficult for the majcMity of patients to receive a transplant For example, 
the regulatitns will reallocate donated livers aw^ horn the vast majority of the 
country's transplant centers and shift them to the largest centers. This would 
force many siller transplant centers to shut their doors, depriving local 
communities of Ufo<saving technology and skilled docVHs. Even worse, 
closing down centers is likely to cause a decrease in donations as the effom of 
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transplant doctors and nurses to increase local donations cease. History shows that 
organ donation is a local phenomenon - organ donations rise in communities that have 
transplant centers, and tall when centers close. 

Federalizing the current program will result in fewer patients receiving transpiants, thus 
saving fewer lives than the current system as the future waiting lists expand. By forcing 
doctors to transplant livers into the very sickest patients, who are statistically the 
patients most likely to require a second or third transplant, others on the waiting list will 
be denied access to even one, and survival rates, which have been increasing in recent 
years, will start to drop. 

Furthermore, it is Important to remember, that for the very sickest patients-those who 
are in intensive care units-the current waiting period among all transplant centers is 
very short, less than 6 days in all regions of the country. This was publicly 
acknowledged by HHS officials at the same time that they issued the regulations. In this 
critical respect, the regulations seek to address a problem that does not exist, while 
causing tremendous new burdens for other patients. The regulations will have a 
particularly harsh impact on individuals who will have to travel great distances and be 
separated from their loved ones at a time when they are needed most or who have 
limited financial resources. The additional travel cost could make it impossible for the 
twenty percent of transplant patients who are on Medicaid to receive a transplant. 

A further problem generated by these regulations is that patients suffering from chronic 
illness will now have to become critically ill before being transplanted. This will 
significantly decrease their chances of surviving the surgery and result in additional 
deaths that would not have occurred under the existing system. LINOS has acted in 
recent months to give these patients fairer access to transplantation, but the regulations 
again relegate them to long waits and the ravages of their progressive diseases. 

In order to achieve an equitable organ transplant allocation, a balance must be struck 
among the following four principles: a) enhance the overall availability of organs; b) 
allocate organs based upon equal considerations of the medical benefits to all transplant 
patients and equity in the distribution of benefits and burdens among them; c) provide 
transplant candidates reasonable opportunities to be considered for organ offers within 
comparable time periods, taking into consideration similarities and dissimilarities in 
medical circumstances as well as technical and logistical factors in organ distribution; 
and d) respect the autonomy of individuals. The current system recognizes and 
embraces these four principles, but the regulations ignore their importance and 
interrelationship in fashioning sound medical practice by stressing a single performance 
goal. 

We are also concerned by the failure of the Department to provide an appropriate period 
for public comment and reaction to the regulatibns. Changes in policy as radical as 
those set forth in the regulations and as vital to the well being of millions of Americans 
who may need an organ transplant should not be implemented without thorough 
Congressional oversight and an opportunity for public scrutiny. Sixty days is insufficient 
time for this type of review. At a minimum, these regulations should be held in 
abeyance until the Congress, the medical community, and patients have an opportunity 
to fully understand them and engage in a meaningful dialogue with the Department. 



UNOS volunteer doctors, recipients and donor family members have now contributed 
more than one million hours of effort to making the transplant system as fair and 
efficient as is humanly possible. Doing this well is an enormously complex task. 

We are committed to strengthening our nation’s ability to meet the needs of all organ 
transplant candidates and recipients, their respective families, and those selfless 
Individuals and their families who make the special gift of life. We are concerned that 
the HHS regulations do not meet this test. We remain willing and eager to work with the 
Congress and the Administration to Improve our current system and to hasten the day 
when the benefits of organ transplantation will be available to all who need them. 
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April 6, 1998 


The Honorable OiristofAier Shays 

Chairman d Human Resources Subcommittee 

Congress of tiut United States 

House of Representatives 

2157 Rayburn House Office Building 

Washin^ivDC 20615-0143 


Dear Congressman Stays; 

Enclosed please find my written testimony to the Human Resources 
Subcommittee Hearing <m “Oversl^ of fite National Organ Proc ur ement aitd 
Transplantation Networic' to be held Wednesday, April 6, 1998. 

In my teeUmony, ! am expressing my views against the new DHHS proposed 
reguladons. 

Thank you for the opportunity to present my tcstimany to you and die 
subcommittee in this important matter. 



BiCdan 

Endoeuie 


R-97X 
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Aprils. 1998 


TwttBMqr ta Oe Hb 0UUI lUMNutM SabcffituaittM BMuriog « “Oywi^ht M Ae 
Natfaud Organ PracorcBWt and Timpfamttttoii Nctwoii^. 

raiextrKata,MJ>. 


I am die Dnectof of Lives Tnaaplantation Piogt ain it Univenity of 
MimrIni i w Wi Medical Canter (UMMQ, Woiceiter, Maanicihtwtittt. I am a liver 
tranqilaiit aurgeon amce July of 1 990. 1 wu DO tbe Faculty at Mount Sinai Medical 
Center, New Yodi, NY as a liver tnniplant ni^eon, and between October of 1994 to 
October of 1 997 1 was tbe diteetDr of the liw tron^lantation progiam at OUaltoma 
'Ramplant InstitutB, Oklahoma City, OlHnOlriahoms we have parfcrotad about $0 liver 
tranviant a year. I was an ofGcer of diB Oldaboma Organ Sharing Netwoik, ofiBcer of the 
Oldaboma Transplantation Society and member of mota of dm inmortaot liver national 
and intematjonal tnmigiUntttiop mediea! aoctodes (ASTS, ILTS, AASLD, ESOT, etc.). 1 
have paitidpatod in almost all d» meetinss of UNOS’t liver tranapiamation committae 
over diB last druryeata, and just befine leaving OklahomB I was nominated by UNOS 
region IV aa the legiooiepee aeata t i ve to die UNOS liver transplantitioo committee. 

I am on dm Faculty at UMMC since October of 1997. The liver tranaplootalion program 
in UMMC ia a new one, being active for toe last 6 mondia. 

MvjMagwtiveofdtareasQM behind dm lecertHHS’aivyTtatt^ 

In toe past 10 yean UNOS (Urdtod Natwak of Oigan Sharing) haa provided to 

flip nanaplimtaanii cnmihiiiiity rtv- nrganiMtlrm.1 (envniMi iwt mtmhiilm ftw iTr>«t)ng B 

fidr, ladonal ayitom for otgan allocadon. All UNOS oommitteei are composed of ccqietti 
in ril aspects rf organ tranaplantadoa including piflcita,piiyaiotanai, public flgaiea, 
etUcists eiB. Moat of diaae eqiacts ate pio&ado^ that engage DO daily bads in tieming 
tmnqplantpBdaas. hi other wards UNOS - Tiansplant Community. TheKfinatoe 
proceia of deeiaian matcmg in UNOS'a committees is an integral pM of the practice of 
tramplantatiaa The deeiaiaoi diat are made ate the eqaeaaion of the common grouts 
and overall consents of toe tnn^ilaot eommusb^. Of coune not every one i^teea widi 
Nl deeiBcms. However dna ia the basic nature of an Bcadofflic, pubSe ai^ tejomaiic 
prooeaa 
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Over the put 3 yean UNOS eoea^ed in a deep discusaioD of liver allocation 
policies. This included endless hours of debating in all the relevant UNOS’s committees 
and the use of a sophisticated con^niter simulation model to analyze various allocadon 
systems. The end result wu the intiodiictiaD of changes in the liver allocatiop policy, the 
last one of winch became effective on January 17, 1998. Aa fiu u the transplant 
community is concerned we now heve the beft allocation system that we can get Not 
pedfect, but one that puts in balance the multiple complex fectors that are the baais for an 
allocation policy. Most importantly, the current allocaticn system is achieving a balance 
between "Equity” and *TJ^ty" to assure wise and efficient use of a veiy scare resource. 

Uo&iitunately, a politically well connected minoii^ of the transplant community 
Led by fbie University of Pittsburg Medical Center (UPMC) did not accept the 
consensus, This minority has tried over the last two years to enforce its view by using the 
department of HHS. The recent regulations released by die Department of HHS are the 
direct result of this effort. American medidne and science have advanced throu^ a 
deliberative peer review process. DHSS intervention puts political dout ahead of 
dispassionate evaluation and review. UNOS is in the peer review tradidon that ensures 
the best long-term outcome for our Coun&y. 

UPMC, the leader of die minority in the transplant community, is a major pioneer 
transplant center that experienced a signidcant reduction of its activity over the past few 
years. This reduction was the result of the establishment of many new programs around 
the country. The advanced medical technology that originated from Ul^C spread around 
the country by a number of excellent transplant centers that provide to ihdi communities 
access to liver transplantation. UPMC's effort to enforce thdr minority opinion on UNOS 
is a desperate trial to keep the monopoly and the business at UPMC and few other major 
transplant centers. 

The “aickcst patient " 

In the current system the sickest padoot gets priority. Status 1 gives high priority 
to patients with acute liver or graft failure. Status 2A gives priority to the ddkest patients 
with chronic liver foilure. UNOS data demonstiatea that there is no difference in time 
waiting for patients in status 1 and 2A across the country. The cuiieot definition of status 
1 and 2A is the result ofextcnslve discussion inside the transplant community in an effort 
to find die fine bolanoe between “Equity" and “Utility”. Ibis balance is amust in the 
presence of severe shortage of organs. That why we are not tran^lanting a very sick 
patient with maiiguant disease ofdieliveraiid that vriiy we have created a very extensive 
selection process for the alcoholic patient. On die other hand that was also the reason why 
patients with acute liver or graft Mure were put aa the highest priority, they are the 
sickest but have a very favorable outcome if they are done on time. 


If as a result of UPMC effort the new regulations will be implemented, most of 
the small-medium size liver ttansplant centers will experience a major setback in dieir 
ability to serve their local patients. Mors specifically the following will be negatively 
effected: 

1 . Access to liver transplantattoif. The direct easy access to liver tranqilantation 
anywhere in the country is a basic right of all patients. It is somewhat ironic to see dut 
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UPMC vAich advocates “fint piority to liw (ickeit patient”, declaies in its web lite that 
no patjeatswald be liteed for livartranqilaBtetiop unless sU die financial issnes ate 
resolved. And if foey cannot be leaotvcd a deposit in tfae aaount of $ 300,000 is lequited 

fiomdtepatienL In other words it is a drat piicsi^ to the sickest So what 

will happened to the sickest patient wbo cannot pa^ Most of die local transplant eenteis 
provide indigent care as a part of dieir ccsnmitBient to tfae coniimmity. However, access 
to transplantation is not only a flnncial issue. The abort existence of tfae liver 
transpfamtadon program at UMASS Medical Center demonstrated vary clearly that there 
are many padents are not referred for liver tranqilaiitaiion as a result of lack of 

knowledge and awareness in tfae local rural communides. A liver ttansplant center in 
close psoxiniity initiates awareness increases educadon and lias a direct effect on referral 
patterns. In otto words some padents were not teforred to 6r transplant center but they 
ate being referred to a near by dose by center. Moreover, padenls who were rcdened to 
distent centers were lost to follow up over the long period of waiting and woe admitted 
to UMMC at a very late stage of dto disease. In some cases too late. The same was true 
in my long experience in Oklahoma. 

2. OgmtproctrrsmtorateiiOneofdiemainaigumentstojuitifyacliangeintbe 
allocadon system is the difference in waiting time between different legiona in the 
country. However, one must look at the differences in organ procurement nUea between 
regions as a major factor that leads to e difference in wniling time. In these regards, there 
is enough data to demonstrate that local fectors have major impact on die rate of organ 
ptocunmenL A local tranqilaiit center and a hi^y motivated local OFO have a 
signifleant positive impact on the rate of organ procuiements. The local efiect is reflected 
by the significeot difCnence in the procurement rates between OPO’s. The rate range 
between 1 2-1 S donors per million per year in some OPO’s, to 3(M0 donors per million 
peryaar in others. The close reletionship between die local OPO and tfae local tnnsplant 
center ere crucial to increase the procurement ratee. Since the liver transplant program 
was opened in UMMC we have engaged in CKteosive effort with the NEOB to improve 
overall perfomiance and procurement rates. TUs fiuitfol cooperation cannot be done 
when the OPO and the transplant center are hundreds or thousands miles apart 

3. Tnut among transplant eentsrs: One of the moat important conclusions of file 
ongoing discussion in UNOS is that trust must be built among tans(daiit centers as a 
baste to any change in the allocation system. Unified listing critaia, definition of the 
medically urgent patient, developing of new techniques (qplit liver) etc., all of these 
cannot be successfully inqilemented withoiti constructive cooperation between transplant 
centers. TUs cooporation most be based on trust and good feitfa. UNOS recently 
introduced die regional review boards (RRB) in an effort to create peer review system to 
promote trust ind coopentian. It is my view that the recent proposed regulation will have 
a significant destructive effect on the level of trust among transient centers. Many of my 
colleges around the country are ehering tbte view. Tberc is a great mlstnist expressed 
toward UPMC and otto nuyor trsn^ilant centers that are covering tbeir busituss 
motivation witii eddcal and medical argtmcnls. 

In sununary. the preaent allocatkia system, vdiich was created by UNOS is tiie 
best available system at present A minoiity in the transplaiTt community dionld not lead 
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the department of HSS to enfoioed destructive changM in tike conent UNOS allocation 
system. All the effort needs to be directed at incteaaing dm number of donon. 



Associate Professor of Surgery 
Director, Liver TranspUntatian 
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MEDICAL 

COLLECaE 

Cff- WISCONSIN 


6. 1998 




CoopeMiiun ObrutoplMr Shtyi 

auinaan, Suboommittee OB OovHmiaat lUfbnn & Oveni(^ 
21S7 lUyimca Heuae OfBoe Bmldiag 
Wuhastcn, DC 20515-6143 


Dear Congrestmn Shaya: 

Aa a &q>hiologist practicing in Ote state of V^aconam, I am writing to urge you to oppose the 
new rales for oigan allocation piopo^ by the Seeietaiy of Health and Hvunan Services. 

These rules would penalize areas of the country dud have been efiBsctive at increasing the rates of 
organ retrieval, it will decrease the success of tnuttplanted organs, it will effectively cripple the 
United Netwoilc for Organ Sharing, and, there ia.li^ olqective evidence that will lead to an im- 
proved allocation of organs. The current system, vdiile not perfect, is dte result of the good-iaith 
effort of diousands of individuals, many of diem on a voluntary basis. Their efforts have resulted 
in a system diat has provided outstanding organ donation services for this state in particular. It 
should preserve and improved rather than destroyed. 

I hope diat you will consider our concerns seriously and work strenuously to prevent the pro- 
pose rules fiom going into effect 


Sincerely, 


jack G. Kleinmaxi, M J). 
Professor of Medicine 

JGK/js 
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Reg^ha^s 

From: Sauthp8w4[SMTP:So(ithpaw4®aot.com| 

Sent; Wednesday, April 08, 1908 2:28 PM 

To: Rep Shays 

Subject: Organ Transplants 


I am a recent (6/06) kidney/pancreas transplant recipient at University of 
Wisconsin Hospital. There is no finer tran^arrt program in place i> the 
United States than that operating out of UW. It is staggering to behold the 
amount of time and loving care that they put into their transplant program 
both in the har^sting of organs and in the caring given to donor's famiies. 

It would be a shame for other centers to reap the benefts of this program 
vrithout having to lift a finger. Unfortunately, those most needing a 
transplant are not always able to withstand the rigors of mis operation 
Iself not to mention the immuno-suppressrve therapy. 

My husband and I visited many transplant centers aryj chose the University of 
VMsconsin, not based on quicimess of organ procuremeol, but on its sound and 
demonstrated track records. My insurance company (John Hancock) held k out 
to be a ‘Center of Excellence*, and H most defntely turned out to be one 
for us. 

Unfortunately, me Northeast suffers from several stumbling blocks-a tainted 
share of organs (AIDS), a large black population which historically does not 
donate organs, ar»d very IMe education to me masses. Until we can overcome 
some of mese obstacles, I feel mat we have no right at demar>ding other 
area's organs. 

I take my hat off to Or. Hans Sollinger and his eidraordinary group of 
transplant surgeons and nursing staff. Whhout their excellerrt and 
compassionale program, I would not be alive today. I urge you to represent my 
position and to pass mb on to me House CommiQee cm Government Reform and 
Oversight v^ich is holding a field hearing today in Mkwaukee. Wl. 

Please acknowledge receipt of mis E-mafl and please keep me informed of all 
future developments in mb matter. 

Thank you, 

Sharon M. Kloss 
New Jersey 


P^1 
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Nephrology Associates of Waukesha, S.C. 

Adel B. Korkor, M.D. Elaine M. Worcester, M.D. Mohamrrutd Tinawi, M.D. 


March 31, 1998 

Christopher Shays 
Chairman 

Sub Committee of Government Reform and Oversight 
2157 Rayburn House Office Building 
Washington, D.C. 20515-6143 

Dear Mr. Chairman: 

This letter is in regard to the new rules for organ allocation proposed by Dr. Donna 
Shalala. I am a practicing nephrologist in the Waukesha area, a growing Wisconsin 
community. The rntyority of my patients are currently being transplanted at the Medical 
College of Wisconsin whm intense effort to encourage organ donation has developed. I 
am very proud of what we have accomplished here and fear that these new rules will 
jeopardize the timeliness and the quality of the current services my patients are receiving. 
This is because it will likely increase the waiting period as a large number of the kidneys 
harvested in Wisconsin vdll be shipped out of state. This in turn might discourage organ 
donation as well. The efforts of UNOS over the years has been highly effisetive as an 
organization representing the transplant community and would strongly encourage 
establishing a dialogue with this agency to address the concerns that Dr. Shalala and her 
committee has. 

Thank you. 

Sincerely, 




/Adel B. Korkor, M.D. 


ABK/dhn 


Nfphrology, Hyperttmion andMftaholu Bon* Diseases 


nil Ddafield 5t., Suite 212 • Waukesha, WI 53188 
TEL (414) 524-1024 • FAX (414) 524-8767 
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miDUjesr 

NEPHROUCKiY 

flssoaflres,s.c 

April 1, 1998 


jomes Srondes. M 0 
Amir Ooniel. M.O 
Cloire Fnsde. D 
UJilliom Kro^loiv M 0. 
TodO Moche. M.D. 
Cre90rv V. QJorren. W 0 
Poul J. tUorren MD. 


Christopher Shmys, Chalraen 
2197 Rayburn House Office BLOO. 
bashington, DC 2esi5'-6143 

RE: UNOS changes 

Dear Mr . Shays : 


I SB writing In opposition to the proposed UNOS changes. I care 
for a nuBber of kidney transplant, heart transplant and pancreas 
transplant patients. I think It unwise to look only at 
equalisation of waiting tine. Instead of factors such as outcoBe. 

Unfortunately, when we allocate organa to the sickest patients 
first, we will have fewer successful transplants and this will 
certainly be a «raste of these precious organs. The changes Bight 
result In lower organ donations since the local organ drives, which 
have Bade such a difference In Increasing donation. Bay not have a 
reasonable outcoae. People will realise that organs Bay be shipped 
out of their local area. 

This new change Is not based on scientific data and will not 
allocate the organs appropriately. There will not be conpletely 
equal access and the nuBber of successful transplants will 

decrease. 

UNOfi has been a very effective organisation In allocating organs. 
Should the rules be changed, UNOS will have very little say. This 
would be a travesty especially considering how Bsny transplant 
professionals, patients and faBllles have been Involved In 
developing a sound and fare organ allocation systea. 

I aa very auch opposed to the changes as proposed by Donna Shalala 
and X think that the changes Bust be re-thought so that we don't 
waste organs. 

Sincerely, 

Wllllaa Eraklow, N.D. 

(dictated not read) 

NK/lj 


3867 SCXTH 16TH STf«T • SUT€ 905 • MUjW«€. Ul 55815 • (4)4) 678-6888 • Htt (414) 678-6884 
4(381 (onu 58HD STRKT • U* 55816 • (414) 673-3600 • W (414) 875-6479 

7701 UJ6ST QJNTON fWWS • MUUftJMK, UJ 5H83 • (414) 760-3090 • Htt. (414) 760-3066 
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Bod>itlT,Mtiiiiwnt«8B80B 

ar-28MBU 


DATS; April 3. 1998 

TO; CoagnoniinChriilaiiiiaSbvi 

BB: OvBBiiiitHMriBgaafluD fjitBtW ofHMllhmri ft i ii mStHcii'ffiHg) 

(Om0uBlalli<NadoadOi|nnwvlairiAetari9l4pNyrA) 


INTRODUCnON 

Aila my (Hmrifln i trilli Dr. Aaftoty D'ri lf i n i lrtv who trill —My d uiia g flu ibcMB- 
nfgnaetd heniiig md oven I hm oot keen dSteUIy Imittd to ladiy in <Ui 

baring, I would like A tiiinil 117 wridm teariaMOT A yoo. 

BACKOKOUND 

I am Ae Chiinnen of tbe Dnirim ofTtniplaBt Sur^qr Aibn CBnle, md Smticel 

Dlnek)i,afdieLivcrTk«iu]ilnBtPtagiamaiiiKiiaineapikoanl9is. AteWngbnad A 
thia fiald by Dr. Twmaa B. Staol On Denvar) fat 1977, and pakt to 07 ncniiliiieat to (he 
MgoCliide,lwaa director of ton I h wrtraabplantpMjam in thaNal h e alm dialnBn 19791 
heva witoeaaad the onMlaB of (he UnitodNtowolk tor Organ Sharing (UN08) in 1987 and 
lartic^ntcd aelhnly in the Liver SaboomminBa (d which I waa ohaninaa Ban 1919 imtil 
1991 

In toia ilinotuii, I was ckraely bivntnd hr the develonaneat and UBplanBnnlilto of the h«ia 
of the cnrient aUocatian ayatam, which wan anoided laat year firOowing nniow beatinga by 
UNOStodHHS. 

ISSUES 

b^taatiinoay will address Ac fbUowingiaauea: (l)ocganalloeatfcmandinpaitienlardciiar 
liva allocaaicB: (2) aoetoeoananie irtgiact of linr aUocarioag (3) the lolB of UNOS. 


1) ORQAN ALLOCATION 

The piaciple problea of any oigaB alooatisa ayatean ii the signifiGact disatpiaey betwean 
the number of potential tranvlarrt tecipissts and the taanbar of available donn organa. 
Currently, tl0.000patieati ate an Ac watting Bat fcr liver tiannilaittoioaL while only about 


t-B8X 
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4,300 dcmor livers will beoane available in 1998. No mattecwbioh system of organ 
allocation is in place, a number of padenti will die due to lack of a donot argsn. 

A system of organ allocation detennines fiw whom a lifesaving donor liver will be available. 
'^U the donor liver be given to die “tiekast patient” with a diminished chance of surviving 
the procedure or to tboae with a soaeudiat lesser advanced stage of liver disease, who me 
known to have a signifioandy better shozt-tenn and long-term outoome. In UNOS this ethical 
dilemma is known as the balance between ‘tjnstioe and utility.” Although there it no 
sdendfio method to measure Justice and utility, it is obvious that no system based on either 
jnstioe or utility alone can be satiaftctory. A system baaed onjustlce can provide donor 
livars to many patients in intensive care units dying of end-stage liver disease, which mq' be 
jndged as a laudable goil. However, ithas lesa laudable consequences: (1) as the outcome 
of liver tiansplaiitalian in these tetminsUy ill petients is elearly inferior than in patlenti in a 
better condition, ptedaui donor iNeis will be lost due to addMonal patient loss after 
transplantation. lUsii even more of a ooneem as in the context of the limited availaUlity of 
donor livera patients will be only alloeated a li&aaving organ vrfien thatr olinioal condition 
has deteriorated to the point diet they quali^fbr the category “the stckesf Thisimpllea 
long ptetianstdant morbidity, a conmlicaled petiopetadve and itmnediato postoperative 
period with prolonged ICU ^ hospital stay and a diminished chance fbr an optimal 
outcome. In additlen to the quesdoniftbe scarce lesoutce was utilized wisely, one can easily 
Mailing s ri gnifinarif iceremeiital cost. 

The altematlve system, which is soldy based on utility and tesuUs in the optiinal use of the 
scarce donor liver based on patient and graft aurvival and cost, is utterly un&ir. It denies the 
fiutt that despite a desperate clinical oonditioa, some patients can be sa^ because of 
younger age, better ^[Uality of the donor orgm and eocpericnoe of the transpUmt center. 

Based on the recammendatianB of tbs Ethics Committae of UNOS, the balance between 
juttlca and utility has been die leading ediical piinog>]e in the development and subsequent 
adjustmenla of the organ alloottiott system in UNOS. 

The principle of justice and utility does not pertain only to national Etaiistios related to 
aveilabUity of doner organs, but should also count in smaller geograpbio units. The watting 
time fbr a donor liver didfeis signlfleanily per UNOS regjoo, which oanses perceptioiis of 
miustice and oancain fbr patients, transidaiit centers, and UNOS, HHS, and ultimately, the 
Seoietaiy of Health Mrs. D. Sbijala. 

It is beyond doubt that real difEsrencesestist between various lepons in UNOS. However, 
the difiereuees are less flagrant than the nomben presented to Mrs. Shalala. Due to tbe lack 
of organ donors, many centen Isqilemented a policy to list patients with livor disease early 
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(too Mrly^ in otdBTio compete &vanblyfbT a donor liver when die need is than. In order 
to level ^“playiiigfiekr.UNOSiniptanenlBd last year dw’Unimil listing criteria." Its 

I. Tint mWiiaMihU yet M ItwMM mlwIfiMl ti«ting mtw inArrat "minim*!*, gihiffh iirill 

not madcedly efito the patient mix, and as patienta already on die wailing list arc 
giandfnlieied in. Manovtr.tfaiameaaure would only be efbetive admail centers would 
follow thoaecnteria tnidifully. Tlietefora,widiout an eflbctiveinonitoiing system, the 
efficacy of tfaia measure can be sedoialy quaadiined. 

Ibe policy of listing patients eariy omfounda die waiting tiine atatiatics and makes 
inl e ipt et a t l on widi regard to juatioe difficult fiideed, wdmene analyzes ifae waiting time for 
die “aukeat^patienta on Status 1 (acute liver diaease), die diffiRnoea^pear to be less 
madeed. As the indicadone to list a patient on ddaatetnal (high urgangQ ate well defined 
and easily to monitor, oae can assume that die itetirtiQa are leUnUeu To fotdier equalize the 
wahing dme fbr statua 1 patients one may eonalder organ ahaaing at the level of UNOS 
ngioas or even larger geogt^dne areas. 

Ideally a aiinilar qgxoaeh diould be made for padenta on Status 2A, eddeh la the hi^iest 
mgenoy level for the ‘^ckeat^padonlBwidialaonicliTecdlaeaaa. However, die oitetis to 
gusHiy for thta urgency level ate not well defined id open to broad iuletpiBlsli oBaa well aa 
puipoKfvil miaatatemeats. Aa a oonsaqiMnoeafdie vague deSnidona, a large number of 
pad^ ate listed on StetuB 2A end the qipri^iataneaa of dns ia impoaaible to monitor by 
tINOS unless more teaomeea become available and peosltiee can be in^oaad. Beoaiueof 
the diflinent level of oomplianoe with tulaa fix stttna 2A. the “pltQring fidd" has becoms 
veiyuneven. Thefafine.widiautatiiot criteria, diat are easy to manitor by UNOS and 
poteibly aiqqxxtod by sancdoiu Ibr those cental, that ttpcinedly violate duBB criteiia, 
ihatiiigafdonorUvera in e wider geognrfiac area will be difBcult to implement. 

The Inqilemeiitetiaa of aa aUocatlan systm that provides incentivet for dteobedkiice ibould 
be avoided at all cost, as it will invoke wide spread distrust, which will undennine all 
positive achievemsnta of UNOS, wfaiofa are b^ on eonaenauB. 

2) SOaOECObK»flC IMPACT OF LIVER TRANSPLANTATION 

a) Abhou^ one can argue that currently the nation baa too many Uvettnmaplaiitocnlera. 
theaaeceaibilityfbrpalientBtodiiaoomplioatedlifeaaBiingpaoceduiehaadniinaticelly 
ingnoved once the inception of UNOS in 19S7. In thoee years, padenta and finnilies 
woefincedtotsvelfiiiinardatofinda&ci%tfaatoiftted1faUprooeduie. Nowadays, 
almost every slate in die nadon hu at least one and often more liver tianiplaiit canters, 
otbiing padenta medical help eloaet to home. WaafiveriiantplaiitedanalifoaBving 
option for weeldiy in the eerly yean, currendy practically eveiydiody has aoceas to liva 
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b) Altlicmi^^wPedenlBegistar duty piovida the ftaoie for tevampmglliecamnt organ 
aHoadimi qntEm, it ia clear tliat M(s. baa fiii a system mainly based on 
‘^jnstice"isioting all arsuineoalbr utility. Unfixtunately.tbelioamableqfuestto 
equalise waiting time acnas tbe natiofi, vdiiob iboDld be aebievad by sbaring donor 
organs nationwide, may result in MtiOQs negative side efBxts. Most seriously, based on 
its al ln ca t i o n test model, UNOS pcetUcta, tiiot ± 800 less patients will receive a liver 
tnnqdant due to increased indden oe ofretranqplantatlon and a significantly decreased 
patient survival rate. Moreover, as donor livers are shsied over large distances, the 
quality of the donor liver ditnlnishas due to ptolcmged preservation time resulting in a 
bigbcr ineideoee of giaii &iluie. Ibis will have a dtamsulc iwgative efbct in utilizing 
donor oigans fiom the extended donor pool (donors witit IncieBaed risk factors and of 
higher age), which could have been used, if the preservation time was kept to a minimum. 
Ahhough tte Uniwnslty ofWisconsin solution (UW solution) has msde extoided 
pmtervation time posable, the liver fhnction diminidies significant witir preservation 
tonga than 12 houn. Even the transplant caita in Madison itself rdiich developed end 
promoted the UW solution, has ahendnned prolonged preservation for flrisTBssoiL In 
geoetal, transporting donor livers within a state normally results in preservation times 
between 8-10 bouts. Moreover, in orda to prevent extremely long praservstion times, 
small pdvate Jets are necessary firr ttanqiott of donor organs ova long distances. TUs 
will Incnaae die cost signific^y. 

c) As huge ttamgdani centers always hove sick patients eligible for organ sbaiij^, donor 
organa will leave die donor area by peaiir>g local smallw pro g rams. It is predicted that 
notional sharing of donor organs will lead to a significant reduction of ihue small 
programs in fiwur of the Itrga ones resahiDg in more difficult access for liva 
transplantathm. Therefbie, widioat a level ‘flaying field” for organ allocation, diese 
negative side eSbcts an difficult to accept. 


A dark aide of organ traniplantation, diat is not often addressed, is that fiat tiiot having a 
donor organ allocated to a patient on a ceota’g wailing list inches revenue fbr that 

medical ceitlBt. Therefore, the finanriel wellheiiig nf e livier tnum plant pmgrtn iliyeni<« 

on the nufflba of donor livers allocated to tins center. More domor liven mean more 
pessamiel and resources; less donor Ihreit nu^ result In Iny-off of penomiel. This is 
readily illustrated by die growth and teceot decrease of the numba of Uva transplants 
per yev In Pittsburg Finaoeial stress, in addition to sness caused by voy sick patients 
in one’s care, mi^ lead to exploring less ethical means to inciease fto flo w of donor 
oiginB tovwd one’s program. The nation msy benefit finom a centialused leimbnrsemeDt 
system, which may remove financial incentives while uiiliring s scarce national resource. 
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3) THEBOLEOFUNOS 

Sjane ill toetprioiiitt 1987, lJN091iM«ci»kvBdaitmiiifc>lile fiat; ttbas de v eloped 
foMrioiiri oigto lUocatiott qMbiii bated OB oogaMMoa vrilli inpiit of mogr iadtridoeli tad 
gtqqwvrtlbittdiattiiiiplaBloniTniiimity tedindwnalMttMavihole. & bat achieved dda 
Teaultwltliout any otbar mettled diaBKwnaeoBia id mewl aiwaiiitablHty. UNOS lacka ttie 
todia to puniah flagrant vlolalcni of the ayitem. When chaaglogciicuiiittBiioea required 
revirioot. UNOS hu fleqmifljr arQuried id pelioiea fbUetriiig a pxoeaaa of ooaiensua 
buHditig. Onedwoldanlyeanriderttialnqi^ofttiabiaBateinmimbenofpataitial 
laripiaolB and tneqilaiit canten ahice 1987, at vwD at the Incnaaed eveniglit by ttw Mdety 
onpoboy maldng inlJNOS. 

In addition, UNOS baa aecapMd a nuyot role in eabanctog donor twarcaea a to increaaeoigan 

/^AnwriAT) in tMiflinih 

Moreovar, UNOS baa developed a fimcdanal driabaae allevring analyais of onteomes md 
tnodam organ tranaplantariaiL Uda databank peovideavaluablauifiumatioii in analyzing 
the dtsot of ohangaa in alloeatlao polidaa. 

UNOS rfimilH wmnmwKwidAd ftw Hi* tmpwrlawt mU in iyjww* nf mjM, tramq'Waflnn in 

ournatioiL 

CONCLUSIONS 

In principle, Mis. Shalala ifaould be oongilbiiBiilEd lot bar cnqiattiy wilh Ibe many pafiema in 
need fin organ tranfpbntailoa 11m hguitice of diffeieiiceB in vvailing times between 
geogrifihicaieasinttienatioaiaaooncam&noaslL However, as tbewdiflnaicoa were 
even mne aignifioant in die past, it is an indicarian flatt wUh the pidUfttalion of tnmplant 
oeoteisaaoastbeiiatiaa,lo^aoceas baa greafly improved. Ma^patieotanowben^ftom 
ttieavailribiUty of crgsaafiom local donais in local transplant oenieis. LaigetertlBiy 
programs with many out.of-ftatB pafleott have outgrown their local donor organ si^y and 
now actually fbel die preature of the lack of dmior Kvailabilily mine acutely than em befine 
beoauae the many amaller programs are ptovidmg tranqilBiit servioeB for fteir local padeota. 

No iWf Itwf flag rant Hitfam nnM In m aiting tiwiiw mriat jwitially Hiif, to Itl# artificial 

nature of ^ UNOS legicoa and that tbeae differaocea abonld be corrected, in particular fin 
the ‘^clceaf’ patients. However, it la also Impcrtmt to develop a mcoitoiiiigcqMbiliiy 
within the ayiton triiete violations are tracked and penahiea in^sed upon repeat offonden. 
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UnfiutunalBly.tlietiiiMflwnemwlilehK^ ShilakwUieatOTeaoIveriiupttoeived 
injuatioe in imitiiig times is unfitly ahoit This mty Issd to mplmnwitstion of an allocation 
systEm that mqr •otuaU.y deoiesse tiw Bxnbei of lives saved pec yetr, msy inoiean costs ind 
msylesd to diminislMvl local socess, IS amilktprogtsinsinsyn^ to tiisoontiniie their 
ser^cM. Manover.beoanseofthapotmtialoagBtivBsideeflbctoanchoigsnallocBtiOQ 
system will got be soppoftod by a consensus withm the Ttam^lsat Conummity. 

tafasps, given a more lealisrio time frame with input end Ibedbeolc fioffl the entile 
T^ao^klaiit Community, toe initiative of h&s. Shelela. to diminish itjustioes in waiting time, 
ffll^ result in an inqiraved allocatiott system supported by the naasplaot Community which 
could save even mote lives tiien at present 


Itijsnlcyonfbrttie 


t submit my testimony. 



Ruud A. F. Riom, KID., Ph.D. 

Cbait, Division of Tiempleatatioa Surgery 
Surgi^ Dizecuc, livK Trensplentation 
Mayo Clinic and Mayo Foundation 


RAFKrtrt 
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April 10, 1998 


FRANK T. LAMM, RE. 


2780 ALMESBUftV AVENUE 
BROOKFIELD. WISCONSIN 9MM 530^3 
|4I4> 784-6559 


Hon. Christopher Shays, Chairman 
Subconmittee on Human Resources 
Comnittee on Government Reform and Oversi^t 
ROOTi B-372 Rayburn Building 
Washington, D.C. 20515 

RE: Oversight of the National Organ Procurement and Transplantation Network 
Dear Chairman Shays; 

As you indicated at the April 8, 1998 public hearing on this subject held in 
Milwaukee, you will hold the record open for five days to receive additional 
written connents on the regulations regarding national, rather than regional, 
allocation of organs, which I understand is to be codified as 42 CFR Part 121. 

I firmly believe the national allocation portion of these regulations to be 
conterproductive, unnecessary, based on faulty information, and of benefit only 
to a very few large transplant facilities who have put their own interest above 
that of the entire organ transplant system. 

Rather than implementing these ill'conceived regulations, the Federal government 
should focus on encouraging more organ dimations and making the regional OPOs 
more effective. 

As you were made aware at the public hearing on April 8, the vast majority of 
persons who understand the existing, regional system are completely in favor of 
it as compared with the national approach. Most of those attendees were providers 
or transplant recipients! They are the best informed and atrare segpient of the 
population and their opinions should receive more consideration than has been the 
case to date. 

I have enclosed a copy of the comnents I have submitted to HCFA. Please consider 
them in your deliberations. 

Mister Chairman, I know you are syi^uthetic to this issue and its ijupact on those 
who either receive or fail to receive a life-saviiig organ. It oust be irritating 
and exasperating to sit throu^ hours of drivel such as the testimony and responses 
to your questions from the first panel, or to have to listen to the half truths 
and outright falsehoods presented In the afternoon by a representative of a large 
eastern university hospital. To me, the bottom line is sisple. Die existing system 
is fair, results in more organs being effectively used, costs less, and will save 
more lives than the well-meaning but iii^ractical national alternative. 

Please do your utmost to delay or cancel the national allocation larocess. 



encl: as 

cc: Hon. Tom Barrett 
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FRANK T. LAMM. PE 

27110 ALMCSBUKY AVtNUE 
BKOOKKIELO. WISCCX&IN 5j045 

|4|4) ?S4^S« 

April 10, 1998 


Jon L. Nelson, Associate Director 

Office of Special Programs 

Health Resources and Services AdminlstratiMi 

Parkla^n Building 

12420 Parklawn Drive 

Rockville, MD 20857 


RE: Public Comnent on Proposed Regulations Regarding National Organ 
Distribution 

Dear Mr. Nelson: 

HCFA has recently published final regulations dealing, in part, with a change to 
the distribution of organs to a national, rather than a region^, system. I, as 
well as most providers and transplant recipients, believe the national approach 
to be a well-meant but entirely misguided decision based on faulty analysis of 
outdated information and misinformation provided by a few national transplant 
facilities that have put their own personal interests above those of the organ 
transplant system and all individuals in need of a transplant. 

Actually, until there are adequate numbers of organs to meet all needs, there can 
be no one system that is absolutely fair to all. No matter how statistics are 
manipulated, a system that allows organs to be placed into recipients healthy 
enou^ to retain them, and in the shortest period of time practical, will result 
in fewer organs being wasted or rejected, and more survivors. The national system 
proposed will result in more deaths than the current system and in more people 
becoDiing desperately ill. This will result in higher costs, more frustration, and 
a reduction in coomltted volunteers. I also believe that smaller regional 
transplant facilities will stand a greater chance of becoming weaker. 

I was bom with an hereditary condition known as Polycystic Kidney Disease which, 
over a long period of time, robs one's kidneys of their ability to function. Ui^er 
the national distribution system, that persc^ would have been required to wait 
until he became deathly ill before being considered for a transplant. Tens of 
thousands of dollars would have been spent on dialisis and other treatment . In 
the end, he may not have survived the transplant, because even in his healthier 
condition, he experienced multiple rejection episodes. Because he was a large 
person, his body was able to function with a creatinin level almost 50 percent 
higher than many smaller persons. The many variables encountered in real life 
make it virtiially impossible to develop a single ranking system that can be fair 
to all. I have three natural children stand a 50 percent chance of having 
this disease, and believe the proposed changes will place them in more danger 
of an extended period of torture followed by eventual kidney rejection. 

There is an old and honored saying that, "If it ain't broken, don't fix it!" That 
maxim is entirely applicable in this case. Ttere is one, single transplant problem 
crying to be resolved. That problem is, of course, thatthere are not enough organs 
to meet the ever-growing demand. Iftitil that problem is solved, the proposed regu- 
lations will be unfair to anyone who does not receive a healthy or^n in a timely 
manner. After that problem is solved, there will be no need for such changes. 
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I believe that since there presently are not enough organs to meet the demand, 
a few large transplant facilities are supporting these changes, which they 
selfishly believe vlIL result in more organs going to them and fewer remaining in 
regional locations In the end, that will be the only "benefit" from these new 
regulations. No more people will be saved ! As indicated above, there is every 
reason to believe chat fe^r recipients %ri.ll survive. Mickey Mantle will become 
the poster boy for your regulations. 

Many organs, such as hearts, lungs, kidneys, livers and pancreases, are extremely 
perishable. They have a short "shelf life." Preservation cannot be extended by 
flash-freezing or other methods. They begin to lose the ability to function, or 
viability, immediately upon removal from the donor, If not sooner. Any step that 
adds delay, either throu^ decision making, extended transport times, or the like 
is counter-productive. In my case, there was a delay in harvesting the organs 
that resulted in reduced viability even thou^ the donor was only one hundred miles 
away! In addition to the viability issue, total costs of organ harvesting will 
rise as more organs are sent further away. 

Ideally, organs should go to those persons who have the closest antigen match, are 
healthy enough to retain the organ, and are relatively close the both the donor and 
the transplant facility. If any of those conditions are not met, each of the few 
precious organs will stand a greater chance of rejection or waste. I would like to 
cite a simple example. I was one of two persons to receive a kidney from a single 
deceased donor, I was relatively healthy and a good antigen match, and was able to 
be released from the hospital within a few days after the transplant. The other 
recipient had been ill for a long time and was in desperate condition. His body 
rejected the kidney and I was cold he died shortly after. Lack of a kidney in 
time resulted in his death. Providing it at the last stages resulted in the waste 
of an organ that could have saved someone else. 

The national system would provide organs to "the most urgent need." As is true 
for most things in life, such a determination cannot be made by a computer or by 
a group of bureaucrats sitting in Washington. Such decisions must be m^e and 
continually updated "close to the action." Decisions of when to be placed on a 
waiting list and when to receive a transplant are presently based on opinions 
from doctors who know the patient and have applied their own criteria to his or 
her condition. Such individual evaluation is bound to be lost in a nation-wide 
system. Any such system must have its own built-in prejudices and inequalities. 

A simple "Status 1, 2 or 3" system is a seriously flawed decision-making process 
and will be no improvement to the existing system. The arrogance of proposing 
such a simple-minded system is breathtaking. Forcing a person to wait until he is 
more ill than anyone else on his list is both absurd and wasteful. 

During my stay in the hospital, and through all my preceeding and followup hospital 
visits, I have been seen by the same group of physicians and surgeons, all within 
reasonable distance to ray home and work. Anything that may reduce the effective- 
ness of regional transplant facilities is a danger to me and many like me. The new 
regulations pose exactly that danger. 



240 


Public Coninent 
National Organ Distribution 
April 10, 1990 
Page 3 


Will more persons be encouraged to sign dcmor forms by creation of a bureaucratic 
organ assignment system more likely to see their organs rejected or otherwise 
wasted? I think not. 

Is Che present system crying for a Federal Organ Distribution monopoly, ^diich 
will be as effective and efficient as its co\jnterparts throughout government? I 
think not .Will the systemadequately and in a timely manner i^orm the recipient 
of potential future health problems associated %d.th a particular organ? For 
Instance, I was informed that a kidney offered to me was from a donor who had 
Hepititis A, and was given an opportunity to accept or refuse the organ while it 
still had viability for use. I was healthy enou^ to be able to refuse it, as 
had at least one person before me. If I was on death's door, such would not have 
been the case. 

What is the answer? Obviously, there is a desperate need. However, that need is 
for more organs, not for an impersonal, error-prone, delaying expensive and 
arbitrary allocation system. 

1 suggest looking into incentives aixl other ways to encourage donors not convinced 
by altruistic motives. Such incentives could, at the Federal level, include tax 
incentives to a person's estate, or perhaps a prereqisite for receipt of Federal 
support such as welfare benefits. Federal legislation prohibiting lawsuits against 
doctors or hospitals that harvest organs from persons who have signed valid organ 
donation cards seems to be a miniinjra acticn that could materially increase the 
availability of organs. 

In the meantime, my family and I urge rejection of the proposed national distri- 
bution policy. We plead that the existing system be allow^ to remain and that it 
be fully supported by the government. Dissention in organ donation efforts is 
hurtful to the needs of all recipients. 
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April 6. 1998 


Chairman Christopher Shays 

Committee on Government Reform and Oversight 

Subcommittee on Human Resources 

House Otfice Building 

Washington, D.C. 20515 

Dear Chairman Shays: 

The regulations proposed by Secretary Shalala of the HHS, in effect, would sentence my 
daughter to death. 

I am the father of Makenzie Lee, a beautiful five-year-old, with a bratal circumstance. She has a 
form of liver cancer known a hepatoblastoma. It was diagnosed at the University of Iowa one 
year ago this past March. In that year she has had three different types of chemotherapy and 
three surgeries on her liver. A lot to take for most adults and at the time, she was only four! 

In February of this year, when it was determined that the last surgery had failed to stop the cancer 
and that it was growing even while receiving chemo, we were told that our daughter would die. 
Our primary oncologist suggested that we simply let nature take its course. As parents, this was 
not an option! It was related to us that different approaches to our daughter’s case might be 
found at another institution. 

The knowledge that there might be another view led us to MD Anderson in the Texas Medical 
Center at Houston. After our oncologist. Dr. C. Herzog, reviewed our case and consulted with a 
liver surgeon it was decided that Makenzje’s only chance was a liver transplant. That is when we 
met Dr. Patrick Wood. He told us that our daughter was an excellent candidate for a liver 
transplant and that the success rate for transplants involving hepatoblastoma was 90%! 

Imagine what it felt like when we were then told, that the same day in Washington regulations 
were proposed that would change the current system and deny my daughter her chance at a new 
liver she desperately needs. 

The regulations would put the emphasis on the sickest patients and break down the current 
regional system. What this would do is channel organs away from the smaller operations, such 
as the ones in Iowa and Texas, and send them to the largest hospitals in major urban areas. 

This effects my daughter directly, for a couple of reasons. First, she is undergoing chemotherapy 
on an out patient basis, this classifies her as level three. Currently there are no special 
concessions for those suffering cancer. If Makenzie's liver were to fail she would be ranked 
higher, depending on her condition. 

Her liver is going to fail her, but in another way. The cancer that is in her liver becomes resistant 
to chemo very quickly. We have already expended four very good and largely successful 
regimes, successful except for her. At some point, the cancer would spread from her liver and 
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take over her lungs and abdomen. Through this terrible process, her liver would continue to 
function. For obvious reasons, transplants at that point are ruled out, and rightfully so. 

That fact brings me to the second reason my family strongly disagrees with these regulations. If 
Makenzie were placed on a "national list," with the "sickest" patients at the top, she would have 
no chance at a transplant. Her window of opportimity is very narrow as it is, without the 
proposed guidelines for change being implemented. 

As 1 stated earlier, transplants involving hepatoblastoma have a 90% success rate. If Makenzie 
and other children like her are fortunate enough to receive just one of the kindly donated and 
precious few organs available, 1 am sure that you will see the gift of life lived to its fullest 
potential. 

My family is asking, “no", begging that you consider the impact of these well meaning but short- 
sighted regulations. Makenzie is five years old. She has a super chance to live to the age of 
Eighty-five, if she can receive the liver she desperately needs. Please consider the viability of the 
candidate, especially with respect to the young and strong, those with the best chance for a long 
and high quality life. 

Thank you for your attention concerning this highly controversial subject. 


Bryan, Connie, Makenzie & Joey Lee 

Bryan Lee 
1 904 N. Court 
Ottumwa, lA 52501 
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MMeHbrt Clinic 

MAY^JeaW^YSTEM 


LUTHER CAMPUS • 1400 Bellinger Streel • Eeu a>ize, WI 5«D3 • 71S/t3«-52U 


April 3, 1998 


CHKISTOPHER SHAYS 
CHAIRMAN OF SUBCOMMITTEE ON 
GOVERNMENT REFORM AND OVERSIGHT 
2157 RAYBURN HOUSE OFFICE BLDG 
WASHINGTON DC 20515-6143 


Dear Repieseiiative Sbays: 

I am a nephrologist practicing in Eau Claire, Wisconsin with Midelfoit Clinic. I am writing to 
you to speak against Secretary Shalala's new rules for organ allocation. I believe her strategiea 
are scientifically nneninwl and morally wrong for the following reasons; 

1) This ttew system is designml only to equalize waitii^ time. It is not designed to get 
Iddaeys most quickly to the patients most suited to receive them. Obviously, there is a large 
shortage of donor kidneys. The current system attempts to get those kidneys to deserving 
iQcipieDts as qnickly as possible, without prolonged bavd time, which can damage the eventual 
fimciion of the Idd^. There is no sfaoctage of reetpieres locally. 

This new ™itvvi would likely lead to fewer mccessflil traiuplanis aod increase the cost 
of Enn^lantaiioa by the imidmaie movement of Iddneys around the counizy. 

2) In Wisconsin, we have enjoyed relatively good ttansplantation rales compated with 
the rest of tlm countty becatwe of strong efforts ^ vniconsinhnalihfare pioviden a^ patieads 
to create a good system. If aD local' Iddnqts are subject to removal daewhere in the countiy, 
local effoits will falter, becanae of poor availability of those kidneys. 


CHIITEMAIHLIS 


SAUClAiaE 


MCNDOVI 


tSAIHEM 
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MldrifertCHnlc 


MAYO HEALTH SYSTEM 
LUTHER CAMPUS • 1400 Mlinger Street • E<u Qm, WI 54X0 • 715 / 83fr>5222 


Piee2 


3) The cunrem system seems to be the best possible mcrhnrt, bssed on nmnerous snidies 

dme in the past. For the above reasons, it jU-Advised. 

4) Finally, the UNOS muplant otsaniation has worieed extremely well to this point. 
tThanging mles of distribution of otgsns Qow would cmasculste die UNOS organizatioii. 

1 vBiy strongly leccnDmend, therefore, that die ainem system not be changed for die above 
reasons. If you have toy questions or comments, I %vould appreciate hearing from you. 

Smcerely youn, 

William J. Miierhofier. MD, FACP 
cc Keptesenndve Tom Baztea 


■ARSON 


CAliSSOK 


cnrmvAMiLS 


EaUCIaTRE 


osno 
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ROBERT MENENDEZ 
i3tH District, Ntw Jehsev 


COMUITTIE ON T1WNSPORTATION 
AND irtf MSTHUCTljnE 

SuacOMWrrut 
Sum ACE TKAMEAOATAnoH 
WATE* MSOUXCtS 
COMMITTEE ON INTERNATIONAL 
RELATIONS 
Subcommittees. 

WESTLIUl KHISPHERE AFFAIRS 


CHIEF D€ MTV WHIP 



Cangres(s( of tiie Untteb S>tatetf 

^otule of HcpreStntatibES 

QBofdlington, SC 20515-3013 
April 15, 1998 
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DESTRIC ' OFFICES 
flT 6t<IC«A AWNUf 
JEKBCY Orr, NJ 0T30* 
1201 ) 222 - 2 Ua 

•54 AvEMuE C 
Bayonne. NJ OT002 
(201)825-2900 
275 HOAANT Street 
Perth Ambot. NJ 0BM1 
(9oei :i4-e2i2 


The Honorable Christopher Shays 
Chairman 

Subcommittee on Human Resources 
House Government Reform Committee 
B-372 Rayburn H.O.B. 

Washington, D.C. 20515 

Dear Mr. Chairman: 

As you know, there has been an enormous amount of concern 
expressed over HHS's proposed rules governing organ transplants. 

I know that your Subcommittee held a hearing on this issue 
earlier this month in Wisconsin. 

I have been contacted by doctors, hospitals and New Jersey's 
transplant organization. The Sharing Network, about these new 
rules and what it will mean to patients in my state. For this 
reason, I am hoping that you will schedule a hearing in 
Washington on this matter in the very near future. And, if such 
a hearing is scheduled, I would like to be apprised of how 
someone might testify. 

These new regulations stand to have an enormous impact on 
New Jersey's program, and I am certain that other states will be 
similarly affected. I would urge the Subcommittee to have a 
hearing on these regulations at your earliest convenience. I 
look forward to hearing from you on this issue. 



RM:kgk 
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NEBRASKA 

health System 


CLARKSONHOSPtTAL . UNIVEISnVHOSFITAL 


■oaoMiOMani iw((«qss»«H 


Api6,l99S 


m - IqraMiMiM Cbnliifkar Shqrt 
OomaMCMr 
IHWahniloBBtdUnrf 
Staler IM90I.3S27 
FAX:2in.Z25-23t2 

Dm CnmMBm Shqfi: 

Hunk yon fiirllM oppatan^r Id mbait wntlB caaaMiCB da fiul nln tmniai Ike ofentiai cf the Oqm 
he r e re i nm mi Tl ■■ i ila irim Wefert (OFtH). MyeeBDDHliirfleMIheopBiiaee vlhelUvnri^er>Uneke 
Madbil CMer aid it'e ilBiaDd imiqr Hediini luqili], Neknuka HeaM Syitai, wbae over 200 peiieBliieeeive 
eigiB matpladi each year. 

We miW SMeIvy Salala aad her ftaBTfx dair naemb and dilvBee Id iapron die dftedveani aed aqeily ef 
die>illea‘a f^dwiaine aynn. ItiiiayeMateeGeahfcrlhallealrulei M alnlalpyiteaitoliiiiiiWtpiliMil wkiiJh 
fiitthen dapeipoaei cddaNatianal Oriai TVauplal Aelef 1914. We ahoeld look a beer aaeeMaiiv «» 
doaaiOT, ippoviei die evaa aiocedae ayi^ praviiKiip the batti fir Fednl Bveraighi of Ike OFTN, aadpmvttH 
baiar bdtamalioB abeet Impbantiea win iaiBiralale aad vioifc leflidar to build pubUe mat and eraneai. 

A pood bepeeuea baa esaand to eoegunua <a|aD doeadea widi Iba pakUoaiioa of pnpeaed ndaa ie Ae Codml 
ea Deoaaikar 19, 1997. We look finntd to itedtiaa aad taldqp actue on ideal finm die Apail 1-2, 1991 
oobbbkbbw 

OwatodeoBDayillMllarauidiheBniaritiilitoaidtheabiiiDrofiwiaidBilitotiMRiHlneAaDefchaiBe. Tkaie 
tone prinei^ ihadd apply to dto db^ of padaMi, ie ceiUciaiiaB wito lefaiieg piviNimi, aed ptoin to aaM 
their bitoplBl cnato wA the aepadalkai that walliDp litoa fir an orpiB will be ecapar^ to olhen wtodap bi olhir 
loealioBa witt otoilar nadiiid apprapriatoaeto. I hava pemaialty wiiaeiied pariralt iaoir nihataelial addiMaal 
apaaai; taee ad eeeagy to be ph^ ea Ae waitilll lilt at levaael nanbat ototon to iecnaie diinoei of nceniap 
a Ufb aav^ oagaa trai^laBt Not all paliaBli haw Ae knowMie, naiiaial raaoeieea, or taao to take dai itapi 
Equally diitorbnR ii a attudoB la whick a palhal wai adviaed by IB 01]^ tncennaBt oftauualiiii to coaaider a 
tnaapl^oetoerfiattor away Seal hcaae that aadbt melt ia a ahoittowaidBgdiac. We canuit allow ibeaeBtaatnai 

in cnariiww 

llto Seoelaiy’i petfimaaDoe poala tot otpa allnoithei lie teaimabb aid do eel ialcricn widi the practice of 
laitiiaea Modriidito have ibei^ybaeapnaeDtod to ceauiltBei of the United NetwafcfbrOiBaaSbtoiqiCUNOS) 
naybaabletoiBBetdieciiaeda. kiatiBiatorucallteiappcitdiencwnleiaadaooeptlheleadiiidiippnividadbydie 
Seoetiiy. Together we can derelnpdiotoaiipliatiticaaetwedt ado a ayatnelbatb bailed aad ua d Bi t uii d by the 
Amrioaa pubKe. 

"JIIaAAIa 

MviklUarian 

Director* Solul OiBanl^iBVlaDlEticii 


9 *mmam 


R- 96 % 
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April i»ti 


Jorne* Snmdes. MO. 
Amir Ocri^. M.O. 

Oo^ M.D. 

LUHIiom IVtMoiu. M.O. 
ToddMixt«. M.0 
GnBQorv V. LUorren. M.D 
Pet* J. UtoTsn, M.D. 


Christopher Shmys, Chalrasn 
2157 Rayburn House Office BLOG, 
tfaahington, DC 20515-6143 

RS: IH^S changes 

Dear Mr . Shays : 


I am writing in opposition to the proposed UN08 changes. X care 
for a nunber of kidney transplant, heart transplant and pancreas 
transplant patients. X think It unwise to look only at 
equalization of waiting tine, instead of factors such as outcoee. 

Unfortunately, when we allocate organs to the sickest patients 
first, we will have fewer successful transplants and this will 
^ a waste of these precious organs. The changes Bight 
result in lower organ donations since the local organ drives, which 
have Bade such a difference in increasing donation. Bay not have a 
reasonable outcone. People will realize that organs Bay be shipped 
out of their local area. 

This new change is not based on scientific data and will not 
allocate the organs appropriately. There will not be coBpletely 
equal access and the nuBber of successful transplants will 
decrease . 

^MOS has been a very effective organisation in allocating organs. 
Should the rules be changed, UNOS will have very little say. This 
would be a travesty especially considering how nany transplant 
professionals, patients and fsBilles have been Involved in 
developing a sound and fare organ allocation systeB. 

I am very much opposed to the changes as proposed by Donna Shalala 
and I think that the changes Bust be re-thought so that we don't 
waste organs. 

Sincerely, 

r y i 

Todd Nuche/ H.D. 

(dictated not read> 

TM/lj 


5£67 sexw 16TH STflCeT • SUtTC 205 • MUinUMee. tu 53215 • (414) 672-8282 • ffllC: (414) 672.^284 
4021 NORTH 52W3 STBe€T • WiUOAUMK. UJl 55216 • (414) 675-3600 • FAX: (414) 873-6479 
7701 UltST aiNTON flWWUF • MllUJfiUH6€. Ufl S5225 • (414) 760-3090 • FAX: (414) 760-5068 
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Medical 

College 

OFWISCCTJSIN 

Department of Pediatrics 


April 7,1998 


The Honorable Christopher Shays 
21 S7 Rayburn House Office Building 
Washington D.C. 20515-6143 


Dear Congressman Shays, 

I am writing to you with grave concerns over the proposed new rules for 
transplant organ allocation. There are several reasons to question whether this proposal is 
truly compassionate or medically sound. 

First, it is proposed that the organ sharing scheme be changed such that organs 
procured locally be offered to those waiting across the country who are the sickest and 
waiting the longest. This plan has the potential to be devastating to all transplant patients 
in general. The quality of the organs, and hence the final outcome of the transplant and 
patient, will suffer with longer preservation times, which are known to increase the 
incidence of organ dysfunction. In addition, the motivation of organ procurement teams 
to perform quality work will be squelched by the sending of organs to a patient 
population in which they are not professionally invested. Finally, sending organs 
routinely outside the donor network will adversely effect the community’s commitment 
to organ procurement The work to improve organ donation rates will become more 
difficult than ever before. 

Second, the proposed scheme is beneficial only to a few large centers and 
insurance companies whose interest is to transplant large tmmbers of patients at the cost 
of other patients served by other smaller, local networks. The rules currently set by 
UNOS, though not perfect, provide incentive for local networks to procure organs 
because they have a chance to stay locally, tlius reducing waiting times for area patients. 
As a solution to organ shortage and to serve sick patients who have waited long times, 
organ procurmnent, and therrfore organ donor awareness and education, should be 
promoted in each community to serve its own needs first Communities, which include 
professionals and non-professima! volunteers, liquid be rewarded, not penalized, for 
their succesffid efforts in organ recovery. / 

I applruid any efforts to improve the lives of those who have a need for organ 
transplantation. I implore that these decisions be based on sound medical evidence and 

MACC Fin) Rwwnr CMn 
6701 VMWtnm PM Road 
Po«Ono>Bo> SOSOS 
MMM. Wl 53226.0608 
(414)4564100 
FAX (414) 4566538 
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that the outcomes, both scientific and economic, be fully explored. The UNOS 
organization has been effective in doing so for decades. Moreover, its representation of 
professionals, patients and volunteers has been admirable and necessary in making the 
process of organ transplantation as equitable and beneficial to all involved. While 
working to improve a system, let’s not jeopardize what is already working 

I thank you for your time and effort in considering these opinions. Your diligence 
is vital to this important subject and is appreciated. 


Sincerely yours. 






Cynthia G. Pan, M.D. 

Associate Professor of Pediatrics 

Medical Director of the End-Stage Renal Disease Program 

Children’s Hospital of Wisconsin 
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MEDICAL COLUGE OF WISCONSIN 



DEPARTMENT OF 
MEDICINE 

NEPHROLOGY DIVISION 

Virginia }. Savin. M.D.. Chief 

Joseph A Bms, M.D 
Samuel S. Blumenihal, M D. 
Barbara A Bicsnahai), M.D. 
Er.: P 0±s.. M.D 
Sundaram Haiiharaii, M D. 
Jack G KleinmaB. M.D. 

Elias A. Lianas, M.D.. Ph D. 
Ellen T McCarthy, M.D. 
Walter F Pienfig, M.D 


Cynihia Prom. R.N 


9200 W. Wisconsin Avenue 
Milwaukee. W1 5322b 
(414) 259..WO 
Faai4l4) 259-19.37 


April 1, 1998 


Mr. Christopher Shays 

Chairman of the Subcommittee on Government Reform and Oversight 
2 1 57 Rayburn House Office Building 
Washington. DC 20515-6143 

Honorable Christopher Shays: 

As a Nephrologists caring for patients with end stage renal disease in 
Wisconsin, I am most concerned about the new Fe^ral law recommended by 
Donna Shalala that sets up new rules for organ donor allocation. We have an 
excellent kidney transplant program in Wisconsin, which has been 
functioning for over 30 years with centers in Milwaukee and Madison. On 
the basis of our expertise in kidney transplantation, other programs haven't 
been developed, including liver, pancreas and heart. Our organ procurement 
programs are excellent and many Wisconsinites have benefited. 

1 think that attempts at eqt^izing waiting time for organs by sending them to 
centers throughoui ihe United States, is an unsound rule, lliis rule has been 
set up by adrrunistrators without regard for the medical aspect of organ 
transplantation The eihical basis of the rule is unsound and only looking for 
equalization in waiting time while trying to funnel transplant organs to the 
sickest patients may result in un$ucces.sfu) transplants. This would, of 
course, increase the cost of the program and increase the rate of graft failure. 

This proposed rule would, of course, lower the numbers of organs available 
for transplantation, because it would remove the local incentive to obtain 
organs. The National Kidney Foundation of Wisconsin has worked hard on 
their donor programs We have been successful in obtaining many organs for 
Wisconsinites and iiave sent many organs elsewhere. However, if people of 
Wisconsin neahze that the transplants were not going to people of their own 
state and locality, they would be much less interested in obtaining kidney 
grafts and the total program wtnild diminish. It would also remove the 
incentive from other programs who. thus far. have had poor organ 
procurement programs. Ibe efforts for organ procurement would benefit 
programs, which have made little effort to stimulate their own organ 
procurement. This is a very socialistic viewpoint and does not prompt 
progress 

I believe the proposed rule is politically driven, so that HMO’s. insurance 
companies, and large transplant programs could survive in the field of 
continued competition. This desire is not driven by scientific information, but 
purely for their sole financial benefit without interest in the patient's welfare. 

This new rule would e^ntially eliminate the current United National Organ 
Sharing Program, which has been working effectively in the United Stales. It 
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would void thousands of volunteer hours donated by transplant professionals, patients and families 
over the many years and would lead to many less transplants throughout the United States. Now 
is the time that politics and govenunent should get out of attempts to dictate medical cate and let 
patients be taken cate of by the health cate wooers who know how to do it best. I believe this role 
should be defeated and not reborn any other disguise. 

Thank you very much for consideration regarding this matter. 

Sincerely, 

Walter F. Piering, M.D., F.A.C.P. 

Professor of Medicine 

Medical Director Dialysis Program 

Medical College of Wisconsin Affiliated Hospitals 

WFP/lz 

cc: Tom Barrett 
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MARSHFIELDCLINIC 

Lakeland Center 


April 1, 1998 


Christopher Shays 
Chairman of the Subcommittee on 
Govemmeat Refonn and Oversight 
2157 R^'bum House Office Building 
Washing DC 20515-6143 

Re: Recently Announced New Rules for Or^n Allocations 
Dear Sir 

1 am not in hivor of the new rules for organ allocation as announced by Donna Shalala. I 
am a nq^irologist involved on a day to day basis widi chronic renal failure patients, Oteir 
families, and potential donors. 1 realize th^ these initial rules would deal with livers 
only, but it is clear the ejqMCtation is tiuu all other organs will eventually be affected. 

The pt>posed rules would remove the local incentive for organ donatiem. Almost every 
time that I am dealing with a grieving family and disowsing the possibUity of having the 
deceased donate organs, the question of whm is this organ going to go comes up. 

People are, as a rule, reluctant to offer donations if they feel ttic chance is significant that 
die organs will go a long distance away and benefit somebody completely out of their 
community. These {aoposed rules will pgnaliM areas of the country, such as Wisconsin, 
wfaidi have been effective in developing organ recoveay efforts. 

The proposed rules are politically driven by a few large centers, HMDs, and insurance 
oonqnnies, and are not based on scimtific dtda. Cemversely, the UNOS organ allocaticm 
system has been publicly studied and dismissed for years. Although it is not perfect, it 
has a very good balance between completely equal access and mMfimiring the number of 
successful tran^lants. 

Tbese new rules uill definitely result in fewer successful transidaiiU tium the presort 
system. It will do tins because it will be more difiBcuH to obtain emuent to donate. And, 
by always fimneling tcan^lants to fee sickest patients first, there will be increased cost 
a^ rate of graft fiulure. 
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Chairman of the Subcommittee 
Page 2 
April 1, 1998 


The proposed rules would gut ONOS and void the hundreds of thousands of volunteer 
hours donated by transplant professionals, patients, and families. It spears that UNOS 
would be replac^ by a governmental bureaucracy that would reward those areas of the 
country with large recipient lists and lower donor rates, and penalize areas of the country 
that have managed to develop a better sense of community and volunteerism. 

Sincerely, 

Mark A. Rassier, M.D. 

Department of Nephrology 

db 

c: Tom Barrett, Member 

Subcommittee on Government 
Reform and Oversight 

Mark B. Adams, MD 
Professor of Sutgeiy 
Medical College of Wisconsin 




April 9, 1998 




A ^ 


Christopher Shays 

C hairman of the Subcommittee oo Government Reform 
2 1 57 Rayburn House Office Building 
Washington , DC 
20515-6143 

Dear Mr. Christopher Shays, 

The recent announcement regarding new rules for organ allocation resulting in equal waiting 
uaiioiudly lias us in Wisconsin concerned. I would like iu raise tlie foUowing points to support 
our view. 

The ethical basis of the rule is unsound since it looks only at equalization of waiting time and 
does not take into account the factors that deal with outcome. By always funneling tran^lants 
To the sickest patients first, the proposed rule would result in fewer successful transplants than 
the present system and would increase costs and the rate of graft failure. 

The proposed rule would result in lov^r rate of organ donation since it would reward those areas 
of the country with large recipient lists and lower donor rates and penalize areas of the country 
Such as Wisconsin which have been effective in developing organ recovery efforts. 

The proposed rule is politically driven by a few large centers, HMOs and insurance companies 
and is not based on scientific ^ta. Extensive computer modeling of the organ allocation system 
by UNOS committees and statisticians have shown that the present system although not perfect, 
is the best current balance between completely equal access and maximizing the number of 
successful transplants. 

The rule would essentially gut UNOS, a hi^y effective organization representing the spectrum 
of the transplant community and void the hundreds of thousands of volunteer hours donated by 
transplant professionals, patients and families over many years in developing a sound, yet 
dynamic system of organ allocation. 

Successful transplanution and rehabilitation of patients into productive citizens is our prime 
goal. Transplanting the sickest patients first wiU increase mortality and morbidity. 

SiiKerely, 

Ram Rao MD 
Mercy Dialysis Center 
Medical Director 
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Christy A. Rentmmster 
Medical College of Wisconsin 
8 April 1996 

Comment on Proposed Changes 
To the Department of Health and Human Services 
Organ Procurement and Transplantation Network Regulations 

Securing justice in listing liver transplant candidates according to medical 
need requires uniformity throughout United States health care in assessing patients' 
degrees of illness and consensus upon at which point in disease progression a 
patient must be listed. Additionally, it must be considered that listing liver 
transplant Cimdidates according to medical necessity may challenge physician 
integrity, as it is assumed that doctors advocate the best interests of their patients 
and thereby desire that their patients be "prioritized’' among the many transplant 
candidates listed. It is plausible to suspect that physicians— by the coercive force of 
their personal, professioruil, or political corecieiKe— may falsify the severity of their 
patient's liver disease in order to have their patient placed among the "highest 
priority" of transplant candidates. Despite that a physician may mean well in 
promoting her patient's best interests, if it becomes common competitive practice for 
physicians to exaggerate the infirmity of their patients, the ultimate motive of 
serving the sickest patients first will become muddled as honorable purposes of 
patient advocacy cause the reliability of list ranking to dwindle. If OPTN 
Regulations are to be amended to give the sickest patients "first dibs" on donor 
livers, safeguards will have to be implemented to ensure that the new guidelines are 
effectively employed to prevent physicians from being overzealous supporters of 
their patients' desperate pleas for the continuation of their lives. 
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MILWAUKEE NEPHROLOGISTS, S.C. 

April 2, 1998 

Government Reform and Oversight 

Christopher Shays 

2157 Rayburn House Office 

Washington. DC 

20516-6143 



ttI>TlhV D WALLACH. M.D. 
MATTHt-W H. HANNA. M.D. 
WILLIAM C ELLIOTT. M.D. 
DANA A. CAMPBELL. M.D. 
LISA M. RICH. M.D 
STEPHEN C. SIEVERS. M.D 
MICHAEL I LEVINE. M D 


TO; House Committee on Government Reform and Oversight: 

Milwaukee Nephrologists is a group of seven private practice nephrologists treating patients with 
kidney disease including a population of patients cm dialysis awaiting kidney transplantation. As 
such, our group feels compelled to comment on the recent proposed changes for organ allocation. 
There were several distinct issues that need to be addressed. 


The first issue is to separate kidney and pancreas transplants from other organs ie. heart and liver 
transplants. The recent proposal (which would funnel transplants to sickest patients first) did not 
take into account the difference between a life-saving procedure such as heart and liver 
transplant, and patients widi end-stage renal disease who undergo dialysis treatment. Because 
patients have widely available opportunities f<M‘ dialysis, it is not necessary to rank order patients 
by who is most severely ill. In fact, the most successful kidney transplant patient would be a 
s^le patient on dialysis, not a patient sick from other organ disease who is in the hospital. 

Another issue that needs to be addressed is the issue of organ recruitment. Our practice has had 
involvement in the local National Kidney FoundiUion chapter which is active in organ 
recruitment. Hie state of Wisconsin has been effective in developing organ donors. The 
proposed changes would certainly diminish local efforts if harvested organs were being sent out 
of (he area. The current wait for a kidney transplant in the state of Wisconsin is 18 months. We 
would anticipate that local waiting times would increase, potentially doubling if organs were 
being shipped out of state in the new proposed changes. This is certainly very discouraging for 
patients who are waiting on dialysis, and those who donate their time for recruitment efforts. 

In summary, from the viewpoint of our practice, taking care of patients with end-stage kidney 
disease on dialysis, the proposed changes for organ allocation would result in an overwhelmingly 
negative impact on our patients. It would include increasing waiting time, inappropriate 
allocation of transplants to unstable patients ensuring a higher cost and fewer successful 
transplants. It would undermine local efforts to recruit organ donors. We are not in favor of the 
proposed changes to the currently existing 


Lisa M. Rich, M.D. Jeffrey D. 

cc: Mark Adams, M.D. 



UNOS ^stem. 



Wallach, M.D., President Milwaukee Nephrologists 


Main Office 

S(. Luke's Healih Science Building 
2901 W Kinnickinnic River Awy #40S 
Milwaukee. Wisconsin 332 1 3 
414-383-7744 Fas' 383 8089 


Nnnh Offite 

Si Joseph s Professional Building 
3070 N 3lsiSiRel«606 
Milwaukee. Wisconsin 33210 
414-873-7575 FaA- 873-7717 


Brookneld Omce 
Brebrook Medical Office Building 
19473 W. Nonh Avenue 8302 
Brookfield. Wisconsin 33043 
4I4-78S-8004 


Rjtl nffice 
Scion Tower 

2313 N. Lake Drive mi 9 
Milwaukee, Wisconsin 3321 1 
414-276-1777 
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Aurora Health Center 


210 WucoBiin Amnicui Dmc 

Hwy.23Ewi 

FmJ 4u Lk. W1 549J5 

Tc4 (920) 907-7000 

Fu (920) 907-7012 


April 2, 1998 


Mr. OnisU^dKT Sb^ 

Chairmaii Of the Subocmmittee <m Govemmest Refonn and Overact 
21S7 ihqfbiini House Office Building 
Waafaiiwton, D.C. 20S1S-6143 

Dear Mr. SbiQrB: 

I am writing this leder to you o ooctned over da recent proposal in regard to Mgan allocation for 
tranqrfantatioa AsanqsfarologistinaflnaUercoinimButy intbestateofWiscoDsin»Ihavetaken 
care of many pati e nts ate have received kidney traDq)lants or our awaiting an available 
tran^daoL Currently, ffie average length oftime for a patient ate is waiting for a cadaveric 
Ifidngy tti thg Wte of W i < e nnriii k ^p p roxii Mtely two ycaia. I do believe that the 

current p ro po se d plan to change the way o rgana are distributed across the county would 
adversely effect tese of my psdents who sre yet waiting for kidney irBnq>lsnts. Although I do 
believe h is imp ort an t to have some p referen ce to providing transplants to those paoents who are 
in g r eat es t need, I also know that the cotnplicarioo rates in those patients ate are ngmiicanily 
debilitated becauMoftfaeir illnesses, is hi^ in comparisem to the genaalpopulahoiL Therefore, 
die end result would be the increase in unsuccessful transplmts at a greater cost to the system. I 
have been certainty happy with the current sysrem as it has provided good assessmiau of need as 
well as outcome. 

I have also been very hiypy widi the local aocew to tramylanfs and control in regard to both the 
aUocadonandtetribudonoftnaugdants. I believe that tte cunent system atere a larger number 
of tramplanti we resulting from local donors cnhancci the numbers of available demon and 
iocreasei overall awareness of dusisme. There is also an enhanced incentive fr)r the local organ 
t nawplaid oenten to go out into die c ommun ities and inrrr a sf aw a r eness and aasiat in increasing 
die number ofdooon that are availiMe. Please leconaider your p ropo se d changes to the wgan 
allocation system id connder keeping the caneat system as dose to where it is at which in my 
opinian has been working wdl for die patkots that I have been involved widL 


, Aurora 
HealtbCare* 
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Mr. Christopher Shays 
April 2, 1998 
Page 2 


Thank you very much for considering this issue. 



js/TGS 

c: Mr. Thomas Barrett, U.S. Congressman 

D: April 2, 1998 
T: April 2, 1998 
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Medical 

CX)LLEGE 

OF WISCONSIN 

Department ot Pediatncs 


April 6, 1998 


Christopher Shays 
Chairman of the Subcommittee 
on Government Reform and Oversight 
2 1 S7 Rayburn House Office Building 
Washington. DC 20515-6143 

Dear Chainnan Shays: 

This letter is in regard to proposed new rules for changes in organ allocation to 
equalize the waiting times. 

Personally, I am against the change I am involved in preparing children for organ 
transplantation Organs harvested in Wisconsin would be shipped to another center about 
50% of the time which would increase the already prolonged wait for organs in our 
population More over, the requirement to ship organs will increase the cost, the time of 
ischemia and risk of non-functioning. 

This proposed rule only takes into consideration of equalizing of waiting times but 
does not take into account factors that deal with outcomes. By transferring the organs to 
the sickest patients first could result in fewer successful transplants than the present 
system. To me the most worrisome problem will be lowering of organ donations at a local 
level. The incentive to procure organs will decrease as the organs will be transferred to 
the sickest. This would slight UNO, a highly effective organization which with the help of 
transplant professionals, patients, and families has developed a sound, dynamic system of 
organ allocations. Oddly, it will penalize Wisconsin which has an effective organ recovery 
efforts. It would reward areas with historically lower donor rates. 


MACC Fum nnwA cm« 
8701 WMMm FM Rom 
Po«ona>Bo>2<S<» 

Wl S32!S-(I(0> 
(4141 4i»4IOO 

FAX (4141 4se-es» 
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I believe the proposed rule is not based on scientific data but is politically driven by 
HMD’s, large insurance companies and large centers. These large centers have not 
invested in time and efiforts in improving organ donation. Although not perfect, the 
computer modeling of the organ allocation system by UNO is the best current balance 
between completely equal access and maximizing the nundrer of successful transplants. 


Sincerely, 






Kumudchandra J. Sheth, M.O. 
Professor of Pediatrics 
Pediatric Nephrology 


KJS/mcr 
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Dito; 4/1 VM 




To: 
ConpMiy: 


PhoM: 630-97S-1660 
Fn; 630-97«-lM0 


FnNuiriber. l.ma2S-23«2 


Frora: DdmcriUC-Siiiltt 


No. ofptgnbwl. oowihMt: .1 


IUmmIw; 


^‘»'y***‘~iiiriri<1ltMilii|iiini||iiiT>nnrtinn 

LISIuMiilMMiotiAprila. I 


TM»awliiaBlilaiiillflinh»*t<w««e<fllwlii4lvMBNlo*4i»»>liiilfcMiil 

ARB NOT THE INTENDBD WBCmENT (W THIS FAX OR THR INDIvnNJAL 
RBSi^JNSIBLB FOR DBUVBRINO THIS PAX TO THE INTHNDBD KECmENT. 
YOU ARB HBREBY NOTIFIED THAT ANY DISSEMlNATimi, DISmUBimON 
ORCOFYINOOFTHUOtHiilMUNICATIONISSTIliCTLYFROHlBlIED. IFYOU 
HAVE RECEIVED THIS FAX IN ERROR, HJASB NOTIFY OUR OFFICB 
IMMEDIATELY. THANK YOU. 



263 


TMdmanyKtaktedbylMbonhC. Suf1ai.RN.AprilIl, 1998. 


Submitted wihtan terthnoiv for the CongraHkHtfl Field Heariog on Oiym Donilioiv 
AUooilkmMiil'nriMpiiiil.lMMiiiMihwikaeaBWedaMdiv.AprilS. 1998, 

OovtnmNot IMbrm Mid Ovoni^ Conniuw 
Saboommktw ifar HnniMi llMouiMi 


Mr. OHdniMn Mid mtodm of the Committaa, 

ThMik you for Ae opportunity to Mibmk wthM MMiinoiiy to tUt hetriag fcf MI attended 
five dey period. IpraeentederelteetimonyfltanAaflaorM foeheerifigheldbi 
MUweukee on April 8 , 1998 , end would Mb to edd the folowtng to my teetfanony. 

1 would flke to dieouH in ieiuetfaetwti not covered to enyeMentM the beering. lem 
very ooaoemed ebout the Inceeeeed ooetf to the oomuaier thM a lationel aOocetlan tyften 
woiildeauie. 

1 ) lfof 8 MieireihlppedellovertfaeaaualiyinMeedofbcfo 8 uiedlooillyifpoail)le.the 
added COM of the tiMityioitiiian of the otgMM tnd/or foe truityient tiMiia to reiiiMM the 

ofBMii (foouiande ordollare per organ) win be paeied GO to foe ledpientf, nwaHy forouah 

thrif itwnfw 

2 ) Shipping oriMit around foe oounttyedde to foeir cold laehendo lime (fono out of foe 
b^airKlwlfoautablaadaupply)endeinaflhctfoovifoflityoffoootgin. TMainoneaed 
traneport time oMi incietee te likeGhood of bcreiMd metUeel eoata IM foe recipient. 
Putting an orgpn with any deoreaaed viability Into foe moM oridoal pafom fawmaaed 
medloal ooata. 

3 ) IfpidHta am not tienaplanied until they are oridoaily ill, the eoaboffoeir pro and poet 
Uimphiit oara will be eNtiemely hioreiaed. ai wefl an a potential decraaae hi fodr port 
tiiniplant aurviveblllty, an hionm in the need for aeeoad or fond traaaplanta and waited 
organa^ and a potentially poorer *t 4 uality r^lifo” port tranapboL 

1 am eonoMoed tibout foe ’liiolde down “ e 0 hcU to foe conaumer of the tibove loenarioe. 
Trantyilantation in an aheedyeKpeortvetrartnieat modality. Any added eorti to fora 
treatmert wlfioauaelnaumnoeoonipanieatolnowaaefoeb-prenfo i ma TMa in tnrty will 
oiuae more empkqien to inoreaae ttair eraployeei’ dim irffoe pnmhiffl oorts H weO IB 
oeuang many eoqdoyere to atari cutting inaurance benefite aueb aa lianeplamatlaB and 
medioatioa ooverege ai a ooet oontainment method. 

Many patienta have a fiftdaie tap^ (maidnium amount of bauianoe dollm) of 8250 , 000 . 
In additioa to the tianqilaat itaal( leoipiana fooe a lifttaae of Mcpemive medioatiooi. lab 
tarti and follow up medical care. Thaae new legulationawfflJuMmandam that tbeae 
patieoli will be in a more compSealad dluatioa vfoiefa win quickly nee up their fauuranee 
doOara. In one oeae that I remember very weOftom my work u a OinM Audit 
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Twtimony mbmitlod by Deborah C. 8 ui)h,KH April 11, 199B. 

SpMitliM,twMiitfiraoin«d1hrMlivirtnflipUntt. ThebilfticthMhoiplUl Aqrtlom 
wuelmoftSI.Smflllon. She wat in rehiUfititicmfbriiiMqrinonthi after letving the 
hoipttal. What happene to the patient when they nin out of ineurenee dbllan? They end 
up lotlitg their hom^ their lift savings, ratireniBni taviagiL etc. juM to pay the engoing 
meifioal bins. Theae patients can then end up on Medicaid, stresiiiig the government 
system even more 

Although ohaigee at transplant oenteri vary ooflsiderabty across the country, 1 recently 
reviewed chatgee on two liver transplants at another ftcllity. Thepatieiitwunotcsidoal 
atthetiineof HvertransplanL The total hoqjital charges for the two transplants were 
$62,365.00 and $60,477.00, as opposed to the $1.5 million in the shove case. 

Other patleins who develop many more compHcsttons bocausc they are not transplanted 
when they are more stable, mqr not have at good an outcome and either stay dialled or 
go on ditabilily, many timet financed by the govrnnment. These added costs to foe 
gevemment system alftot us til. 

1 ftel that this new system of transplanting the most oririoal patients first may diseourage 
some oandldetea fhim staying in the best healih poisfitle (which leads to a better post 
transplant outcome and lower medical costa) while awaiting their transplant, etpecitlly 
wbenthey know that they win never receive the tramplant until they are criticsOy ill. 
Would some eftbeee patients give up fighting and become non-oompfiant and critical in 
order to receive their transplant earlier? 

I worry shout the Ibara of the drrhodc patient eho Is stable and not in the hospHel, hut 
who hu the potential for a lethal bleed due to varioeel rupture. 1 worry about the 
emotioni of the petienta who are not critical but don’t ftd welt, sleep most of the time, 
can’t work, and can't even keep up with ftmlly and fiienda. How discouraging ibr them 
to exist like this fijT months to years before they are finally within weeks of dying and then 
hope that they ntight surrive e transplant. They then ftce months of rehabilitation ailsr 
being inoapsoitsted for so long, if they Aill have the flnenoea to afibid it. 

1 am very disturbed by a question that a liver candidate recently posed to me. He has been 
waiting for a liver transplant for a year and a half He ii now a Status 2B. Hismedicsl 
condition keepi him flom working snymore. He is on dimbility and it concerned that he is 
no longer a productive, tax paying citizan. He ii very fiighten^ that thii new lyetem will 
keep him from being tranaplanted until he it in critical condition. He doesn’t know if he 
can bate on that long whh the ‘^qualhy of life” he ii now experiencing. He recently asked 
me if he should "take a whole bottle of Tylenol to destroy is left of my Nver so I’ll 
become otiUcil euough to get my transplmt ind get on living”. It is so sad that 
someone would thiDk they had to go to such means to get a transplant under t national 
alloatUon lyAem. 

The new regulations mention provisions for patients eurrattJy on the waiting Ust. But how 
will these proviakms work? We can’t tranipjant theae patients under the current system 


2 
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T«itimi«yMtinhl«dliyMienhCSuriM,RN.^ml )99t. 


wMleaaiUoial^yMmUuiidwtikn. It would lika yean to tnmapimitl the pMioM 
cumudymihewiitiBgUitbaibnohaQBiatttaiyMB. I know tha la^dilioM requin 
ihai tlw Oigan Praeunmant and TramplaaMioo Nalworic COPTN) figure Una out, but 1 
juit don't tee any wqr that a tnaaMm could ba aaonapMwd witbout penafiang patianif 
tbaailyoatheliit 

Now that tba Anal revdaiioot bavo baen pufaiiBbed. I think there naede to be much more 
dbdopM between UNtM aod all of their vohwlaer cKperta Oadudng the palieat 
popu krtln neddchltUnk jewel repneeai it ed at UNOQ, the Dep a t tw wt Of Health and 
Human Servicea tad the ti«M|deiitoenMnunlty at large. If iMi it to be a patient-driven 
enocetmo tyrieni, Uien nijf oonoenie need to be addraeeed, beomne they affoot all paticnti 
going thnn^ the li a iMpli mt Jounay. 


UMpiotfUly 


Os. ma 


ba^eSuria^RN 

Vine CMr, UNOS Padent Aflkin Coneailttee 

Mentber.SnbooiainittaafcrPatientAcceeetoTranaplanlalion 

BxeontiveDiieelar. Oign Ikanphait Support, lao 

Kldaqi^Mnereat Irtm^dtal Xaelpient 
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Kerry Thomas 
9200 Longs Road 
Sayner, Wisconsin 54560-9787 

(715) 542-3372 


April 1. 1998 


Hon. Christopher Shays, Chairman 
Subcommittee on Human Resources 
Room B-372 Rayburn Building 
Washington DC 20515 


Dear Mr Chairman; 

(I ask that this letter be considered with the testimony to be heard Wednesday April 8, 1996 at 
the Subcommittee's oversight hearing on the Department of Health and Human Services' (HHS) 
management of the National Organ Procurement and Transplantation Networic (OPTN) under the 
National Organ Transplant Act of 1984 (NOTA) at the Medical College of Wisconsin, Milwaukee, 
Wisconsin.) 

Good morning My name is Kerry Thomas. In January, 1991 I was diagnosed with chronic renal 
failure, after having diabetes for nearly 20 years. Diabetes had already rendered me legally blind, and 
now it had done irreparable damage to my kidneys I was faced with a decision: How badly did I want to 
live? 


After having my options explained to me (death, dialysis, organ transplantation) I decided to go 
on dialysis in preparation for a future organ transplant operation While I was not as yet so ill as to 
require immediate dialysis, it was only a matter of 2 1/2 months before I was to begin dialysis, performed 
as an emergency procedure while I was In Eau Claire, Wisconsin, returning from the University of 
Minnesota, where I had gone to be evaluated as a candidate for organ transplantation. After being 
stabilized there. I was allowed to return home There I began regular hemodialysis treatments on 
(ironically) April 1, 1991, at the Howard Young Medjcal Center in Woodruff, Wisconsin. 

On July 3. 1991 I was given final approval to be placed on the waiting list at the University of 
Wisconsin School of Medicine in Madison, Wisconsin. I was told I could expect to wait for up to two 
years for a suitable match to my body and tissue type. During that time I was to continue thrice-weekly 
hemodialysis treatments, in an effort to merely maintain my life i did not have to wait that long 

Incredibly, just four weeks later, at 10:03 pm on the night of July 30, 1991 I received a call from 
the transplant center In Madison. They told me a potential donor had come in, and was not expected to 
survive. I was told to pack my bags and wait for another call, which came at 10:35 pm. telling me to 
come to Madison. At 12:05 am on July 31. 1991 my Mother and I left the driveway, heading south. Five 
hours later we arrived at the emergency room entrance to the hospital I was escorted upstairs, and 
began the preparations for my surgery. Shortly thereafter, I was told that my surgeon, Dr Hans Solinger, 
was in Washington, and wouldn't be able to return for another six hours To pass the time, I had another 
dialysis treatment. 

Finally, just after 5 pm. I was taken to the <H:}erating room area But the excitement was not yet 
over. As my preliminary anesthesia was being administered via IV, I was informed that there was a slight 
complication. It seems that there was a small cancerous spot on the other kidney of my donor, making 
that kidney useless for transplant. However, I was repeatedly assured that my kidney and pancreas (or, 
rather, the kidney and pancreas I was to receive) were clean. The transplant team felt these were good 
organs, and were prepared to proceed. The choice was mine. 
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Chaimian Christopher Shays 

April 1, 1996 

page2 


I decidsd the transplant team was right, and gave them the OK to proceed with my operation. I 
have been told that the option took about 5 1/2 hours, and that I came out of the operating room just 
before midnight. I spent the next two days in ICU recovery, cn a slow IV morphine drip for pain. My 
memories of those tvro days are foggy. When I began to regain coherent consciousness I was moved to 
the transplant floor, there to begin to rebuild my life. 

I think it is important to pay attention to the timeline of my experierKfeS, tor in the matter of organ 
transplantation, time is a vary critical factor. The less time sp^ between organ harvesting and 
transplantation, generally, the better the chatxMs for a successful transplant operation. In my case there 
was alfTKist exactly 24 hours between the time the donor died arxl this person's organs were transplanted 
into my body, fm convinced this was a significant contributing factor to my sunrlval, arxl my being able to 
write this to^. 

If my undarstarxling is correct, the Department of Health and Human Services (HHS) is 
proposing that the management of the National Organ Procurement arxl Transplantation Network 
(OPTN) under the National Organ TransplanI Act of 1964 (NOTA) will be sij^ificantly modified, in that 
the Program will consktor allocation of potential orgarrs for transplant on a nation-wide basis, rather than 
on a regional basis, as is now the case. T«w> obvious questions come to miixJ: (1) What will be the 
effect of this change with regard to transportation times and costs; and, (2) [I apologize for my languagel 
Just what the he** business is it of HHS to be dictaling from on hi^ the methods and procedures 
transplant canters use to determine vWio receives organs? 

I'm sure others who will be testifying on this matter will be able to better descrijre the marry 
obstacles faced by procurement and transplant teams with regard to time and distarxse consideralions in 
the organ allocation process. More time means lower success rates, which trarwlates to wasted organs 
and death We are IKerally talking about life and death situations here. 

Which is vriiy my second objection to these proposed changes is so strong. It is unfortunate that 
our federal government feels it has the power and authority to be so intimately involved in life and death 
medical decisions, decisions which should be based upon medical and penional judgements. Period 
No government agency should have the power to dictate medical treatments. OPTN has done a very 
good job In devising, implementing, maintaining, and nKxiitoring our nation's organ procurement and 
trartsplant program. Let's not ruin it with e group of government bureaucrats. If the bureaucrats' ideas 
had merit, they would have been implemented by the medical profession, or anolher private sector brxly 
If we were to leave innovation, creativity, and productivity to the government to figure things out, we 
would still be blaming evil spirits for diseases, and using unsterilized tools for medical procedures. 

Mr. Chairman, let's leave the medicat decisions to the medical profession. I thank you arxl the 
committee for your consideration. 


Most sirxserely yours, 




Kerry Thomas 
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TOMMY G. THOMPSON 

Govwmor 
State ofWlMOadD 


CamnlltM on 0«vcrBin«t Katena lad Ovmliht 
SubeomaitItM on Hawaa Rmnma 

Ttettmony; "PabHc BnUi 3000: Ovanifht ol the NaMaaal Oi|aa Pncnnaiait aad 
Triaiplantettoa Nctworic" 

Goraraor Tonaiy G. Thomiima 
MUwaakM, WUcaaite 
Aprfl8,1998 


Tbank you Mr. Chainnm for lUowliig me to lubmlt written taedmony for the offidal 
lecoid. Ttali piopoeed rule for fodertl ovenigltt of the Nidonel Orgm Ptocumnent and 
TiBOJpIantition Network is an liaue of giave Impoitance to the people of Wiaeonaln. 

Thii rule, while Intentled to provide equHtble difliihution of oipens to crlticeUy ill 
indlvlduaits nedenwide, -will have a negative impact on the banaplani pngmaa in 
Wiaeonaln and ultiinately the people who live in diia state aad this legion of the Midwest 

Spoclfleally, the proposed allocation policy would mandate that orgaau be lefoned to the 
tlckeetpatiena(Sta^ I) in the tegioti, or even dia aalion. This proposal could ultitnately 
result In a net mcreaee in deaths throughout foe nation. 

Organa tnnafotied aeroas a region or the nation could be damaged due to facton lelated 
to inenasea in preaervatlan time. These facton could have an advene ailbct on the 
fonctianallty of oigans, and could ultimately Inocaao foe number of to-transplanted 
organs. 

Centen such as foe Univenlty of Wiaeonaln and foe Wisconsin Donor Netwoik, which 
have histotleally been extremely soecaasiul in organ procanment and havo kept theb 
waiting times low, will be paitloulaiiy afieoted by this chai«e In policy. 

If organa, such u liven, are donated in Wiaeonaln but miut be shipped outside die regioa 
to anodier center, it oot^ raailt fat a loss to Wiaeoniin of up to 50 Even per ycer. These 
tie SO Uvea needlessly put in jeoperdy. 

Fuithennoie, u a result of the oigan allocation reqdtemait in fola rule, it is unlikely that 
UvenwiilbeictuRiedto WiaooatenduetofoelatpnuaiberofStinua I pedants oufoUe 
ournglan. 

A 

Mon ns BHin Bttti avtaol, r.O. box TMS, Min, WlMOHii SiW 9 («0C) 36^1212 • FAX (CM)2<7-ms 
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In iMlity, with thU rale, no nun livei wtU be caved tegioniUy or nationiUy; however, 
more reiidenti of Wiccomin will nfiitr or loee thalt livec due to a lednctloa In available 
organa diroughoot our date. 

During a December 1996 national bearing, repneentativeaftom 13 percent of dte 
country’s liver tran^lant centers agreed drat ifae curreot allocation policy, despite its 
impetfitetions, remains the beat wi^ to allocam liven; not only to the siekeat patienta, but 
also to tfae patients wbo have the bM expected loog-tcnn outcome. 

In addition to this study, all migor ptofesalonal aocietiea. Including the American Society 
of Tianaplant Surgeons and American Society of Ttanqilant Pliysielani, ei well ea 
recipient end donor otginirationa, lie in agreemenl datt the cunent allocadon poUey 
aho^ not be changed. 

In fhet, the independent Unitad Networic fis Ot^ Sharing reviewed IS difietent syttems 
for oigan procuiemeBt. The itudy rated the cuntent lyatem the beet and it ranked die 
system Secsetary Shelala is puriuiiig the worst of the IS optiau. 

So in essence, the Deperanent of Heaidt and Human Services is moving to toiq> vriisi Is 
oommooly held u dw best system for organ proeurament in order to leplace it with a 
system eiqieits eoniiderdte worst option available. 

Given these fheti, why is DHKS changing the aysten? It not only fUea in the face of 
common sense; it fiief In the face of good sciemce end good medicine. All fitese expeits 
cannot be wiong. 

My fear la that a political decision is being made that will compromiae the Uvea of 
Wisconsin residents as well ss residents of other states with stroog organ procurement 
ptograttu. 

In Wiaeonsin, we ais a national leader in organ inocurement and organ tramplantadon. 
Our cidzena ate among the most ganatoua and giving in the nntian. Peiluqps tfala la why 
laigar hoipitalt in bigger states want eccaia to otgitrs donated by our citizens. 

But here is tbe truth: Wiseoosin leaidenla wtS be for leas Ukaly to give die gift of life 
through organ donation if dioy know that organ is goiiig to acmeoae in a state for away . 
This is tha message diat was sent to as loud and elw when nswa of Secretary ShalaU’i 
daeiaian enme dowtt 

So la reality, the big money hoqiitals on dra Bast Coast will not have acoesa to more 
organs hr Wisoonrin beoeiiiN ftwer people will be giving beenrse they win not feel as if 
di^ can make a difbieaee. 


R-89X 
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S«air aMy o«U this pratectioiiiM, but it is imUQ'- I t i* fannan oiliM. FtopU wbo givi 
otgns wMt to kaow they ne naking a difibnaeu, md it is much oMicr for ibiDi to ftel 
that wiy if a nei^bor in (hair state or flic state next door bewfits Sam the tragic deadi of 
their loved one. They can mote readily see die inqiaet of their gift 

The caueut system wtxks fine. It saves h ua d t e ds of Uv« each and every year in 

need to do a better job of persuading (heir reeidents to donate organa. Do not r«ieli» die 
states that do a good job in this arena. He^ the states doing a poor job to bolster their 
efibits. We would be biroy to share our experience and c^ert is e vdflt any stale or 
ho^ntal looking fbr a model of excellenoe when it comes to organ procwemcrtt toid 
transplantstioa. 

Theiefine, it is with great reflect that I strongly inge the oonnnittee to tun back the 
proposed rule by the Departmeiit of Heaidi and Hanan Scrrices. Don't snake a needless 
mistake that win cost te more lives Oan it saves. 
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Medical 

College 


OF WISCONSIN 


Rajiv R. Varma, M D 
Oireclor, Hepaioiogy Uni' 


Division ol Gastroenterology and Hepatotogy 


April 6, 1998 


Honorable Congressman Thomas Barrett 
135 W. Wells Street 
Milwaukee WI 53203 

Dear Congressman Barrett: 

As a health professional actively involved in organ transplantation, especially liver transplantation 
I am writing this letter to you opposing changes proposed by Secretary of Health & Human Services, 
Ootma Shalala. 

The whole concept seems to be based on the criteria or dealing with the sickest patient first, without 
regards for other very important factors. The ethical basis of the rule is questionable because it only 
considers equalization of waiting time and does not take into account factors such as outcome. By 
always furmeling transplants to the sickest patient first the proposed rule would result in fewer 
successful transplants than the present system and would increase cost and rate of their failure. 

The purposed rule would result in lower race of organ donation as it would largely remove 'the 
local incentive which has historically driven these efforts. It would reward those areas of the country 
with large recipient lists and lowers donor rates and penalize areas of the country such as Wisconsin 
which have been effective in developing organ recovery efforts. 

The purposed rule is politically driven by a few large centers, HMO’s and Insurance Companies and 
is not based on scientific data. Extensive computer modeling of the organ allocation system by 
UNOS (United Network of Organ Sharing) conunittees and statisticians have shown that the present 
system, although not perfect, is the best current balance between completely equal access and 
maximizing the number of successful transplants. 

The rule would essentially politicize organ sharing. It will take the decision out of the hands of 
physicians and other health care professionals who are trained and currently actively involved in the 
decision making dealing with patients. The rule would essentially cut UNOS, a highly effective 
organization representing the spectrum of transplant community and void hundreds or thousands of 
volunteer hours donated by transplant patients, professional and families over the many years of 
developing a sound, yet dynamic system of organ allocations. 

Finally, In Wisconsin we have one of the highest rates of organ procurement in the nation. 

According to our present projections, nearly half of the livers available locally will be lost to 
areas outside Wisconsin. It will have a dramatic adverse impact on the organ transplantation 

Froedtert Memo'>ai t<jift«tat3 Hospital 
9200 W»SI Wisconsin Avenue 
Milwaukee Wrscons'n S3226 
(414) 259 3038 
FAX (414) 259 1533 
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Page -2- Letter to Mr. Barrett 4/6/98 

in the State of Wisconsin. Your committee’s efTotts in this regards opposing the purposed changes 
will be greatly appreciated. 


RRV/jr 


Sincerely, 





Rajiv R. Varma, M.D. 
Director Liver Unit 
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Medical 

College 

OF WISCONSIN 


Rajiv R Varma. M O Division ot Gastroenterology and Hepatology 

OiiBcioi Hepatology Unit 


April 6, 1998 


Mr. Christopher Shays 

Chairman of the Subcommittee on Government Reform & Oversight 
2157 Rayburn House Office Building 
Washington DC 20515-6143 

Dear Congressman Shays: 

As a health professional actively involved in organ transplantation, especially liver transplantation 
1 am writing this letter to you opposing changes proposed by Secretary of Health and Human 
Services, Donna Shalala. 

The whole concept seems to be based on the criteria or dealing with the sickest patient first without 
regards for other very important factors. The ethical basis of the rule is questionable because it only 
considers equalization of waiting time and does not take into account factors such as outcome. By 
always fiirmeling transplants to the sickest patient first the proposed rule would result in fewer 
successful transplants than the present system and would increase cost and the rate of their failure. 

The purposed rule would result in lower race of organ donation as it would largely remove thg^local 
incentive which has historically driven these efforts. It would reward those areas of the county with 
large recipient lists and lower donor rates and penalize areas of the country such as Wisconsin which 
have been effective in developing organ recovery efforts. 

The purposed rule is politically driven by a few large centers, HMD’s, and Insurance companies and 
is not based on scientific data. Extensive computer modeling of the organ allocation system by 
UNOS (United Network of Organ Sharing) committees and statisticians have shown that the present 
system, although not perfect, is the best current balance between completely equal access and 
maximizing the number of successful transplants. 

The rule would essentially politicize organ sharing. It will take the decision out of the hands of 
physicians and other health care professional* who are trained and currently actively involved in the 
decision making dealing with patients. The rule would essentially cut UNOS, a highly effective 
organization representing the spectrum of transplant community and void hundreds or thousands of 
volunteer hours donated by transplant patients, professional and families over many years of 
developing a sound, yet dynamic system of organ allocation. 


Froedttrt M«inorial Luffwran Hospital 
9200 W«st Wisconsin Avenue 
Milwaukee. Wisconsin S3226 
(414j 259-3038 
FAX; (414) 259-1533 
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Finally, In Wisconsin we have one of the highest rates of organ procurement in the nation. 
According to our present projections nearly half of the liver available locally will be lost to areas 
outside Wisconsin. Your committee’s efforts in this regards opposing the purposed changes will be 
greatly appreciated. Let us try to keep the organ allocation system as nonpolitical as possible. 


RRV/jr 


Sincerely 




Rajiv R. Varma, M.D. 
Director, Liver Unit 
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Jomes BwtJes. iVl,D 
flfT'if Ooni^. M.D 
Cioi>« frisc!«. M 0 
U;>ll<am Mrot<icxu, M D. 
Todd Wuc^«. W> 0. 
Gregocv V. UJoTen, (V 0 
Pool J- UJonen, M.D. 


Christopher Shays, Chalrean 
21S7 Rayburn House Office BLOG. 
Washington, DC 28515-6143 

RE : U!^S changes 

Dear Mr. Shays: 


I ae writing in opposition to the proposed UH08 changss. I care 
for a nuBiber of kidney transplant, heart transplant and pancreas 
transplant patients. 1 think it unwise to look only at 
equalization of waiting tlae, instead of factors such as outcoae. 

Unfortunately, when we allocate organs to the sickest patients 
first, we will have fewer successful transplants and this will 
certainly be a waste of these precious organs. The changes alght 
result In lower organ donations since the local organ drives, %«hich 
l^Ave Bade such a difference in Increasing donation, aay not have a 
reasonable outcoae. People will realize that organs aay be shipped 
out of their local area. 

This new change Is not based on scientific data and will not 
allocate the organs appropriately. There will not be coapletely 
equal access and the nuaber of successful transplants will 
decrease. 


UNOS has been a very effective organization in allocating organs. 
Should the rules be changed, UMOS wilt have very little say. This 
would be a travesty especially considering how many transplant 
professionals, patients and faallles have been involved In 
developing a sound and fare organ allocation systea. 

I aa very auch opposed to the changes as proposed by Donna Shalala 
and I think that the changes Bust be re-thought so that we don't 
waste organs. 


Sincerely, 


Gregory V. Warren, M.D. 
(dictated not reM) 

GVW /13 ' 
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Jon«s Brandes. WO 
flmif Oon>el. M.O 
<loi'e flicscfie M D 
UJill'on yiO‘\CM,. W D. 

Wuche M.O 
Oreqo^v V. UJcxren. W r 
Po>.;l J LLIorren. W 0 


Christopher Shays, Chalraian 
2157 Rayburn House Office BLOG. 
Washington, DC 28515-6143 

RE: UNOS Changes 

Dear Mr. Shays: 


1 an writing In opposition to the proposed UNOS changes. 1 care 
for a number of kidney transplant, heart transplant and pancreas 
transplant patients. 1 think it unwise to look only at 
equalization of waiting tine, instead of factors such as outcome. 

Unfortunately, when we allocate organs to the sickest patients 
first, we will have fewer successful transplants and this will 
certainly be a waste of these precious organs. The changes night 
result In lower organ donations since the local organ drives, which 
have nade such a difference In Increasing donation, nay not have a 
reasonable outcone. People will realize that organs nay be shipped 
out of their local area. 

This new change is not based on scientific data and will not 
allocate the organs appropriately. There will not be completely 
equal access and the nunber of successful transplants will 
decrease. 


UNOS has been a very effective organization In allocating organa. 
Should the rules be changed, Unos will have very little say. This 
would be a travesty especially considering hew many transplant 
professionals, patients and tanllles have been Involved in 
developing a sound and fare organ allocation system. 


X am very much opposed to the 
and I think that the changes 
waste organs. 


8incer< 



il Warren, M.D. 
(dictated not read) 


changes 
must be 


as proposed by Donna Shalala 
re-thought so that we don't 


pw/id 
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April 2, 1998 


The Honorable Christopher Shays 
2tS7 Rayburn House Office Building 
Washington D.C. 205 IS 


Dear Representative Shays 

[ am very concerned about the recently announced new rules for organ allocation proposed by 
Donna Shalala. These new rules will shunt organs harvested in many regions of the country to 
large transplant centers. The ethical basis of this rule is unsound as it only looks at equalization 
of waiting time for transplant. Since there is a shortage of organs available, there will always be 
some patients who die untransplanted. The new rules will not increase the number of patients 
who receive transplants, only change which patients die. The only true solution is to find a 
method to increase the availability of organs for transplant. According to the new rules, the 
sickest patients will be transplanted first. This will clearly result in fewer successful tr? vplants 
This will increase total cost ant rate of graft failure. 

The proposed new rules also will result in tower rates of organ donation and procurement The 
local incentive which drives procurement, will be weakened Areas of the country which have 
short waiting lists, are often those who have developed effective organ recovery efforts These 
areas of the countiy, should not be penalized 

The new rules will harm the present system which is highly effective and has led to increasing 
rates of survival. 


Sincen 


Steven L. Werlin, M.D. 

Professor • Director 

Pediatric Gastroenterology 

Medical Director Liver Tran^lantation 


SLW/dlt 


Mfinht-r — Miln^iuLre Rrxiimal Mednal Crw^r 
A major ffOi hint 
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